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A note from the author

Here are some suggestions that may improve your experience with this tool.

1. Print the list of abbreviations (Appendix 11) and keep it handy. QCAT is based on data from
governments and authoritative bodies from around the world. The names and terms are often large
and varied and the list is extensive. You will reference it often.

2. Take advantage of automation. Since QCAT was created, data from authoritative sources have been
automated in databases such as Pharos and ChemHat. While QCAT still allows users to review the
original source data, many of the automated systems are continually updated so reviewing source
data are no longer necessary. If you have access to Pharos, use it as your first choice since it is
updated regularly. If you don’t have access to Pharos, ChemHAT is an excellent alternative. In
addition, Ecology created a grading tool, which can help you determine the results of your
assessment.

3. Use the Checklist (Appendix 10). This checklist will help you identify what data may be found from
the different sources. If you use Pharos or ChemHAT, you can indicate what data were found in
those sources. If you go to the original sources, the checklist will help you keep track of what sites
you visited and what information you found.

4. Document your findings clearly. Transparency is fundamental to the chemical hazard assessment
process. QCAT includes a blank template (Appendix 6) to report your results. It also includes an
example of a completed QCAT (Appendix 7) to show how results are currently reported. While the
assessor has considerable flexibility on how the results are reported, it must be clear to reviewers
how the chemical was categorized and what data was used in the assessment.

5. Expect links to break. Like any internet-based methodology, links will change. This is particularly
true for Step II sources that have not been automated. Be prepared to do an internet search and don’t
be surprised if some sources disappear. This version had to remove one Step Il source as it was no
longer supported. This happened with a previous version as well. Expect it!

6. Check for updates. Although QCAT is intended to be complete, Ecology will post changes to any
part of QCAT that might affect use of the tool in between version revisions. Before you start,
compare the date for this version and check Ecology’s QCAT web page
(http://www.ecy.wa.gov/GreenChemistry/QCAT.html) for important updates.

7. You must have a CAS Number. QCAT is based on finding chemical data based on a Chemical
Abstract Services (CAS) Number. If you don’t have a CAS Number, QCAT will probably not work
for you!


http://www.ecy.wa.gov/GreenChemistry/QCAT.html
http://www.ecy.wa.gov/GreenChemistry/QCAT.html
http://www.ecy.wa.gov/GreenChemistry/QCAT.html
http://www.ecy.wa.gov/GreenChemistry/QCAT.html




1. Introduction

As concern has increased about the widespread use of toxic chemicals in products and the overall effect
these chemicals have upon human health and the environment, issues have arisen around the
replacement of these chemicals of concern with safer alternatives. There have been several instances
where chemicals of concern were replaced with chemicals shown to pose an equal or greater hazard than
the original. This process is called ‘regrettable substitution.’

One well-documented example of regrettable substitution is the replacement of chlorinated solvents in
the auto repair industry with hexane. (CDC, 2001) In response to increasing regulation of methylene
chloride and other halogenated solvents, several manufacturers switched from chlorinated solvents to
hexane for products, such as brake cleaners. They did this without first determining if any hazards were
associated with the substitute. Hexane was known to cause nerve damage as early as 1964. (Yamada,
1964) A few years after the substitution, workers in auto repair shops in California began to report
health concerns that were eventually tied to hexane. (Berkeley, 2010) Examples like this emphasize the
need for methodologies to compare chemicals of concern with potential substitutes to guarantee that
products are both toxic free and safe for use.

The U.S. Environmental Protection Agency (EPA) took the early lead in this field and established the
Design for the Environment (DfEY) program in the late 1990s. DfE pioneered work in the field of
alternatives assessments by developing a series of hazard criteria used to compare chemicals of concern
with potential substitutes. DfE revised the hazard criteria in 2011, and they formed the basis of the
methodology DfE used in its alternatives assessment program. (DfE, 2011)

In addition, DfE established a voluntary program with several manufacturers of consumer products and,
by comparing these criteria, created the DfE labeling program. This program was renamed and
rebranded in 2015 into Safer Choice. Ingredients in Safer Choice labeled products have undergone
extensive review by the program. Each ingredient in the formulation has the lowest possible impact on
human health and the environment in their functional class while maintaining product functionality at a
reasonable cost. Since the inception of the labeling program, more than 2,500 products carry the Safer
Choice label. (DfE, 2014) In addition to the Safer Choice Label program, the program developed a Safer
Chemical Ingredient List (SCIL), grouped by function.

Other organizations have taken the DfE hazard criteria and alternatives assessment process and adapted
them for use by a wider audience. A non-profit organization, Clean Production Action (CPA) was one of
the earliest adopters. CPA adapted the DfE criteria and methodology and created the GreenScreen® for
Safer Chemicals (GS®), a tool that emphasizes transparency during the chemical hazard assessment
(CHA) process. (CPA, 2012) CPA tested the new GS® methodology by conducting an alternatives
assessment of the flame retardant, decabromodiphenyl ether. (CPA, 2007) Several companies and
organizations, including the Washington Department of Ecology (Ecology), have adopted the GS® as a
tool for conducting CHAs in their alternatives assessment processes.

! This and many other abbreviations commonly used in QCAT are listed in Appendix 11.
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Ecology used the GS® to assess the use of decabromodiphenyl ether in electronic enclosures and
residential upholstered furniture. (Ecology, 2009) Other organizations also using the GS® include Green
Chemistry and Commerce Council (GC3, 2012) and Hewlett-Packard (Lavoie, 2010).

Although this tool provides the highest degree of certainty against a regrettable substitution, a
GreenScreen® requires a high level of technical expertise and resource allocation. These limitations
make it very difficult for small and medium businesses with limited resources and expertise to conduct
any degree of alternatives assessment. For this reason, Ecology developed the Quick Chemical
Assessment Tool (QCAT).

The QCAT is based on the GS® although it is neither as comprehensive nor as detailed in its evaluation.
The objective is to provide a simpler tool that smaller businesses can use with at least some degree of
assurance that they are not replacing one toxic chemical with another already identified as having hazard
concerns. Because the QCAT is less comprehensive than the GS®, there is a greater risk of making a
regrettable substitution than if a full GS® is conducted. Given that limitation, the QCAT has three
primary advantages. QCAT:

1. Increases familiarity with CHAs, one step in the alternatives assessment process.

2. Helps identify chemicals that are clearly poor substitutes.

3. Helps dedicate limited resources to a more comprehensive alternatives assessment on the

alternatives that look most promising.

As mentioned above, CHAs are only part of an alternatives assessment process. Other factors such as
performance, cost, availability, exposure, and other variables may affect the viability of alternatives. The
Interstate Chemicals Clearinghouse (IC2) published an Alternative Assessment Guide (AA Guide) in
2014. (1C2, 2014) The guide describes recommended AA processes, including three frameworks and ten
modules to consider during development of an AA. The GS® and QCAT are included as different levels
within the CHA module of the IC2 AA Guide. The National Academy of Sciences subsequently released
A Framework to Guide Selection of Chemical Alternatives (NAS, 2014) which identifies CHAs as an
important step in the alternatives assessment process.

Since the QCAT is based on the GS®, we will first provide an overview of the GS®, followed by a
detailed description of the QCAT, how it is similar and different from the GS®, and how to use it.


http://theic2.org/article/download-pdf/file_name/IC2_AA_Guide_Version_1.0.pdf
http://dels.nas.edu/Report/Framework-Guide-Selection/18872

2. GreenScreen® Background

The GS® evaluates chemicals of concern and potential degradation by-products against a wide range of
toxicity, environmental fate, and physical/chemical endpoints to determine safer alternatives. Chemicals
receive a benchmark score based on the combination of the hazard assessments of 19 endpoints (18
required and 1 optional):

Hazard Criteria Endpoints

Human Health Effects

Group | Group I
e Carcinogenicity (C) e Acute Mammalian Toxicity (AT)
e Mutagenicity & Genotoxicity (M) e Systemic Toxicity & Organ Effects
e Reproductive Toxicity (R) (including Immunotoxicity) (ST)

e Developmental Toxicity
(including Developmental Neurotoxicity) (D)
e Endocrine Activity (E)

Neurotoxicity (N)
Sensitization: Skin (SnS)
Sensitization: Respiratory (SnR)
Irritation/Corrosivity: Skin (IrS)
Irritation/Corrosivity: Eyes (IrE)
e Acute Aquatic Toxicity (AA)
e Chronic Aquatic Toxicity (CA)
e Other Ecotoxicity Studies (Eo), when available (optional except for Benchmark 4)

Environmental Fate

e Persistence (P)
e Bioaccumulation (B)

Physical/Chemical Properties

e Reactivity (R)
e Flammability (F)

The GS® requires a high level of technical expertise. Specialists in toxicology, chemistry, computer
modeling, and other scientific areas generate data, evaluate sources, review technical information, and
assign benchmark scores to the chemicals that have undergone the screening process. This is particularly
true when information from peer-reviewed journal articles and computer modeling is used to provide
data for hazard endpoints.

The GS® also requires a commitment of time and resources and therefore, is costly to implement. To
address these concerns, the GS® coordinates with other regulatory requirements (GHS,2 REACH,? etc.)
and uses authoritative lists to provide established criteria for those chemicals for which toxicity concerns
have already been identified. This enables different individuals and organizations to implement the GS®
and reach similar conclusions, i.e., consistent results from different individuals and/or organizations

2 The United Nation’s Global Harmonization System. GHS requires labeling of chemicals for a wide range of hazard criteria.
% The European Union’s Registration Evaluation and Authorisation of Chemicals legislation. REACH establishes data
requirements for any chemical manufactured or imported into the European Union.
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performing an assessment on the same chemical using ‘professional judgment.’ If data are not available
using easily accessible sources requiring little user interpretation, more technical sources requiring a
higher level of interpretation are used to provide a complete data set for comparison.

As with many aspects of the GS®, the level of expertise required to evaluate data and determine whether it
can be used increases as the data sources become more technical and detailed. Individuals with specialized
degrees may be needed such as toxicologists, chemists, (Q)SAR* specialists, etc. to provide a professional
evaluation of specific sources. For example, Ecology commissioned SRC (formerly Syracuse Research
Corporation) to collect data and generate (Q)SAR data addressing hazard endpoints and other toxicity data
for Ecology’s chemical action plan (CAP) on the polybrominated diphenyl ether (PBDE) family of flame-
retardants. (Ecology, 2006) The data was subsequently used in the deca-BDE alternatives assessment.
(Ecology, 2009)

Based on this detailed scientific evaluation, the GS® assessment process provides the highest degree of
certainty that the CHA is valid and comprehensive. Because of the evolving nature of science, some
degree of uncertainty will exist for any hazard evaluation methodology including the GS®. All chemicals
and products should be subjected to periodic review to evaluate the impact of improvements in data and
scientific understanding on the classification of chemicals and the final benchmark assigned from a
particular evaluation.

The GS® places chemicals along a continuum of concern and assigns each chemical one of four possible
benchmarks (Table 1):

Table 1: Benchmarks from the GS® Assessment Process

Benchmark 4 Few concerns, i.e., safer chemical | Preferable

Benchmark 3 Slight concern Improvement possible

Benchmark 2 Moderate concern Use but search for safer

This benchmarking process identifies chemicals as safer alternatives to existing chemicals of concern. It

also emphasizes the removal of chemicals of high concern (Benchmark 1) from the manufacturing

stream and product design. Benchmark 1 chemicals are typically one or more of the following:

1. Persistent, bioaccumulative, and toxic (PBT).

2. Very persistent and very bioaccumulative (vPvB).

3. ldentified as a high level hazard for a priority human health effect such as CMR (carcinogenicity,
mutagenicity, or toxic for reproduction), etc.

Based on this analysis, safer alternatives to chemicals of concern are identified in a clear and
reproducible manner.

4 (Q)SAR = Quality Structure Activity Relationships. (Q)SARs are computer modeling results that predict the toxicity of
chemicals based upon structural similarities with chemicals possessing known toxicity concerns.
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3. Quick Chemical Assessment Tool

Because of the high level of technical and resource commitments required by the GS®, a simpler
assessment program called the Quick Chemical Assessment Tool (QCAT) has been developed by
Ecology. The primary goal of the QCAT is to assign an appropriate grade for a chemical using a subset
of high priority hazard endpoints identified in the GS® and fewer data sources. This information
provides an approximation of the concerns associated with chemicals, based on the limited data used in
the evaluation process.

Because a QCAT assessment is based on fewer data, chemicals with concerns could be missed during
the evaluation process. In other words, the degree of uncertainty associated with the QCAT assessment
is greater than with a GS® review. In a GS® assessment, data are obtained and evaluated for each of 19
hazard endpoints. QCAT assessments examine nine of these hazard endpoints, which include priority
human health effects (six endpoints), persistence, bioaccumulation, and acute aquatic toxicity. These
nine endpoints identify a level of concern for each chemical.

The QCAT provides a quick and easy method to identify chemicals that are equally or more toxic than
the chemical being reviewed. Limited resources can quickly identify chemicals that are not viable safer
alternatives to the chemical of concern. Because of the reduced amount of information assessed, a
QCAT does not identify preferable alternatives to the chemical of concern. If resources are limited,
QCAT can be used to eliminate non-viable alternatives and remaining resources can be used to
investigate the chemicals that pass a QCAT review.

The QCAT places chemicals along a continuum of concern and assigns each chemical one of four
possible grades (Table 2):

Table 2: Grade Levels from the QCAT Assessment Process

Grade A Few concerns, i.e., safer chemical | Preferable
Grade B Slight concern Improvement possible
Grade C Moderate concern Use but search for safer

The QCAT grading system is substantively different from the GS® benchmarking system. The
differences emphasize that the QCAT is not as comprehensive as the GS® and that the risk of assigning
an incorrect grade is greater. The QCAT clearly identifies Grade F (red) chemicals that should be
targeted for removal from the manufacturing stream.

A secondary use of the QCAT is to assist users with the prioritization of chemicals. The QCAT
identifies chemicals of concern and that information could be used to prioritize chemicals at a particular
manufacturing facility to be assessed for a more detailed review, such as a GS® assessment. These
chemicals of concern are separate from others that do not require immediate attention.
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Evaluating chemicals using the QCAT provides several advantages. The QCAT focuses on important
hazard endpoints, lowers data requirements, and provides a significant amount of information with a
relatively low investment of resources in comparison to a GS® assessment. There are disadvantages of
performing a QCAT rather than a GS® assessment. With its focus on a few endpoints, not all hazard
endpoints are evaluated. An endpoint of concern could be overlooked either because the screening
assessments did not highlight the endpoint or because new data are available that have not yet been
reviewed by key information sources.

For example, new carcinogenicity data may be available on a chemical that has not yet been reviewed by
the International Agency for Research on Cancer (IARC) or EPA. A GS® would include more recent
information missed by the QCAT. The QCAT also provides less breadth and depth in evaluating data to
determine levels of concern for hazard endpoints. Thus, performing a GS® assessment using a
comprehensive weight of evidence approach with all available data may result in a different level of
concern being assigned than by a QCAT.

Lastly, as more hazard information becomes available via the implementation of such regulations as the
European Union’s REACH and the Global Harmonization System, data may be available that was not
used in the QCAT evaluation. This new data may alter the conclusions reached; therefore, users should
revisit QCAT evaluations periodically and update them as necessary. Even with its limitations, the
QCAT is a useful initial step in assessing chemical alternatives.

A. Use of Chemical Abstract Services (CAS) Number(s)

The QCAT is based on the Chemical Abstracts Service’s (CAS) numbers. CAS numbers are assigned by
the American Chemical Society and are unique to a specific chemical. Although a chemical may have
many different common or product names, it typically has only one CAS number. Occasional errors do
occur and, although a few chemicals may have more than one CAS identifier, it should have minimal
impact on the QCAT assessment process.

CAS numbers reduce confusion caused by varying and numerous chemical names. CAS numbers may
be readily available from the chemical supplier. If a CAS number is not readily available, it may be
obtained from the Hazardous Substances Database (HSDB), the Registry of Toxic Effects of Chemical
Substances (RTECS), or other authoritative sources. Information on these three sources is available in
Appendix 2. If unsuccessful, the CAS number may be obtained from an internet search. Without a CAS
number, a specific chemical cannot undergo assessment.

B. QCAT Hazard Endpoints

Specific hazard endpoints used in QCAT are a subset of those used in the GS® (Table 3). With the
exception of endocrine activity, the QCAT hazard endpoints are the most widely studied and likely to be
reported in QCAT data sources. QCAT prioritizes five categories of compounds:

1. Carcinogenic, mutagenic, and reproductive toxic compounds (CMRS)
2. Persistent, bioaccumulative, and toxic compounds (PBTS)
3. Acute environmental toxic compounds (acute aquatic toxicity)
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4. Worker health and safety (acute mammalian toxicity)
5. Endocrine active compounds (developmental and reproductive)

Although authoritative data on endocrine activity are scarce, current research suggests endocrine active
compounds have widespread negative impact on human health and the environment and, therefore, warrant
inclusion. These criteria coincide with Ecology priorities as shown in legislation, such as the Children’s
Safe Product Act and initiatives such as the Puget Sound Partnership and Reducing Toxic Threats.

Table 3: QCAT Hazard Endpoints Compared with the GS®

QCAT | GS®
Human Health:
Tier |
Carcinogenicity (C)
Mutagenicity & Genotoxicity (M)
Reproductive toxicity (R)
Developmental toxicity (incl. developmental neurotoxicity) (D)
Endocrine activity (E)
Tier 1l
Acute Mammalian Toxicity (AT)
Systemic & organ effects toxicity incl. Immunotoxicity (ST)
Neurotoxicity (N)
Sensitization: Skin (SnS)
Sensitization: Respiratory (SnR)
Irritation & Corrosivity: Skin (IrS)
Irritation & Corrosivity: Eye (IrE)
Ecological:
Acute Aquatic Toxicity (AA) X
Chronic Aquatic Toxicity (CA)
Other Ecotoxicity Studies (optional except for Benchmark 4) (Eo)
Environmental:
Persistence (P) X5
Bioaccumulation (B) X
Reactivity (R)
Flammability (F)

XXX XXX

XXX X XXX XXX | XXX XX

XX

XX

The fewer endpoints clearly distinguish a QCAT from a GS® assessment. By including a wider range of
hazard endpoints and requiring more detailed evaluation of the hazards involved, the GS® provides a
greater degree of certainty concerning the hazards associated with each chemical.

There is a greater risk that chemicals of concern may be missed by the QCAT. However this increased
risk is compensated for by the improved ability to implement the QCAT and reduced implementation
costs. The QCAT also enables users to begin to understand the safer chemical alternatives process.

5> Not needed as inorganics are assumed to be persistent. Clean Production Action is creating specialized rules for dealing
with inorganic compounds. They will be incorporated into future QCAT updates.
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The QCAT only looks at hazard-related criteria. Most alternatives assessments must consider other
factors such as process engineering, performance, availability, existing usage, cost, energy balance,
exposure, etc. Although the CHA and specifically QCAT are important components of an alternatives
assessment, other factors should be considered before identifying a safer alternative.

C. QCAT Data Sources

Authoritative lists and summarized data sources leverage expert judgment and provide a reliable initial
assessment of the hazards considered in evaluating a chemical. Data sources used to complete the QCAT
for the nine hazard endpoints are selected in two steps. From authoritative sources, Step | leverages
hazard lists and Step Il uses specific databases and documents. Step 1 sources are further separated into
Priority and Secondary Sources. Those sources listed as Priority are definitive determinations from
authoritative sources that typically are not questions. Those sources listed as Secondary have some
minor concerns. Therefore during an evaluation if the hazard data found differs between Primary and
Secondary sources, emphasis should be given to the data from Primary sources. These steps (Table 4)
are not unique to the QCAT but are informed by GS® and DfE data requirements.

Table 4: Two Steps of Data Collection for the QCAT

Data sources

Step I: Authoritative Sources:
Toxicity characteristics lists, databases, etc. generated by internationally recognized authoritative
bodies or appropriate government agencies.

e Primary: determinations from sources deemed authoritive and not questioned.

e Secondary: sources with some minor concerns.

Data from Primary sources are given greater emphasis than data from Secondary sources.

Step II: Other Data Sources

Estimated Data: PBT Profiler, other non-sophisticated modeling tools.

Measured data: Specific information from publicly available risk assessments and databases, such
as RTECS, ECOTOX, HSDB, etc.

Each step requires an increasing level of technical expertise. For example, Step | sources require little
technical review or expertise and only a basic understanding of the hazard endpoints. The user simply
determines whether a chemical appears on an authoritative list created by recognized experts in the field. If
there is any conflict between the sources, greater emphasis is given to Primary sources. Step Il requires
sufficient technical expertise to evaluate data in the sources and reach a defensible conclusion about the
applicability of the data. The QCAT includes instruction on how to find and interpret data from Step |1
sources. This reduces the need for technical expertise. A GS® evaluation (not included) requires experts
knowledgeable and experienced in evaluating specific hazard endpoints. These advanced steps will not be
used during a QCAT evaluation as this level of technical expertise is outside the QCAT’s scope.

Chemicals identified in Step | sources do not need further evaluation. Presence in a Step | source is
deemed authoritative and is sufficient for assigning a rank. Only chemicals that do not appear in Step
I sources continue to Step I1. For Step Il sources, two or more individual sources should agree on the
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rank. If only one Step Il source is available, a rank can still be assigned; however, the QCAT report
should document any limitations and indicate further review might be warranted.

In QCAT, Step Il databases and documents are searched for applicable toxicity data pertinent to
assigning a rank. No attempt is made to review the database or document sources as it is assumed they
have already undergone peer review by experts. These databases and documents are assumed
authoritative. For example, the National Institute of Medicine’s Hazardous Substances Databank
(HSDB) often contains information on toxicity values that are applicable to assigning a grade for a
chemical. The HSDB sources are not reviewed, as a review would require more technical expertise than
is expected for implementation of the QCAT.

Several organizations have compiled lists of chemicals of concern using these authoritative sources and
these databases include many of the sources used in a Step | evaluation. Users may not need to compile
a list of their own or need to decipher the information on all the individual sites but may defer to some
of these compilations. Most of the files for a Step | review are available for free at the Chemical and
Hazard Alternatives Toolbox, ChemHAT, created by a partnership between the IUE-CWA, the
Industrial Division of the Communications Workers of America and the BlueGreen Alliance (BGA).
ChemHAT does not use the GreenScreen ListTranslator® (LT®) benchmarks developed by Clean
Production Action (CPA), the developer of the GS methodology. However, many of the authoritative
lists used in the LT® can be found in ChemHAT, saving the assessor considerable time and effort by
collecting many Step | data sources in one location.

Other sites are available that, for a fee, enable a quick evaluation of Step | resources. An automated
version of the authoritative lists used in the GS®, the GreenScreen ListTranslator® (LT®), was developed
through a partnership between the CPA and the Health Building Network (HBN), an association of
environmentalists interested in healthier building products.®

The LT® compares chemicals against data in authoritative lists for all 18 GS® hazard endpoints and
identifies any for specific chemicals. Chemicals are separated into three categories:

1. LT-1: Chemicals that have specific hazard concerns.
2. LT-P1: Chemicals that may be an LT-1 but need further technical review.
3. LT-U: Chemicals with unknown ranking based on the sources used.

As the LT®, QCAT and GS® all use the same authoritative lists, any chemical identified as an LT-1
would automatically equate to a QCAT Grade F and GS® Benchmark 1. The user should document the
specific hazard criteria and the authoritative body making the identification in the final QCAT report.
The chemical is assigned a Grade F and no further evaluation is necessary.

The HBN developed Pharos, a database containing the hazard information found in Step | sources. Pharos
creators define it as “...a partnership, pairing those who use building materials with those who study the
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products’ impacts on health and the environment.’’ Pharos is available only to those who pay a nominal
yearly fee, currently $20 per month. Other options are also available. An assessor who has access to the
Pharos database can quickly identify any hazards from Step | authoritative sources.

In addition to Pharos, free sites are also available. The major limitation to the free sites, however, is that
they often are not updated on a regular basis and may not contain up-to-date Step | sources. Recent
additions or deletions from authoritative lists may not be included. The Chemical Hazard and
Alternatives Toolbox (ChemHAT) is a free source that can help an assessor conduct a QCAT analysis.
ChemHAT ‘...is a new internet database designed to offer up easy to use information that we can use to
protect ourselves, our families and our co-workers against the harm that chemicals can cause.
ChemHAT is based on the simple idea that when we know how a chemical can hurt us we can take
protective action.” The advantage to ChemHAT is that a wide range of current information is freely
available to all interested parties.

As part of its implementation of the Children’s Safe Product Act, Ecology compiled chemicals from
authoritative sources into one specific source called High Priority Chemicals or HPCs.® The States of
Maine® and Minnesota'® generated similar lists based on the same sources, which are also publicly
available. Several other lists exist, so a user may wish to review the different compilations and decide if
any would assist in their evaluation process. The Interstate Chemicals Clearinghouse (IC2) has compiled
these lists into a single source. A user can search the 1C2 database and find out if a chemical was
identified by a specific state and what hazard criteria caused it to be placed on the state list.!

D. QCAT Data Gap and Grading Processes

The QCAT grading process is based on EPA’s DfE methodology and subsequent changes reflected in the
CPA GS® benchmarking method. The first step in the grading process is to assign a degree of concern using
all data from Step | and Il sources. The data are compared to the ranking criteria established (Appendix 8)
and assigned one of five rankings ranging from very high (dark red), high (red), moderate (yellow), low
(green) and very low (dark green). The color coding provides a visual representation of the level of concern
associated with each hazard. The ranking results can be displayed visually (Table 5):

Table 5: Example of QCAT Reporting Table

Human Health Group 1 (HH1) Human Health Group 2 (HH2) Ecological Fate Physical

7 Healthy Building Network Pharos database.

8Stone and Delistraty, Sources of toxicity and exposure information for identifying chemicals of high concern to children,
Env. Imp. Assess. Review, 2009 or the Washington’s CSPA Process Used to Generate Reporting List

% Maine Chemicals of High Concern

1oMinnesota Toxic Free Kids Act Chemicals of High Concern

111C2 State Priority Chemicals Resource
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Each box is highlighted to show the level of concern. The same table is used to report both QCAT and
GS® results. Boxes highlighted in grey and crossed out represent hazard criteria used in GS® but
excluded from a QCAT assessment. This presentation represents the increased risk involved with a
restricted analysis like QCAT compared with a more comprehensive GS® review.

Once the levels of concern are identified, the next step is to assign a grade. Ecology has created a
grading tool, which will evaluate the levels of concern identified for specific chemicals and calculate the
three grades, Initial, Data Gap and Final. The QCAT user should consider making use of this tool.
However, it is also important to understand the fundamentals of the grading process incorporated into
this tool. The following sections provide details on both the grading and data gap processes.

QCAT grading and data gap analyses are a simplification of the GS® benchmarking and data gap
processes. Any future changes to the GS® data gap and benchmarking processes will be reflected in

future QCAT upgrades. An initial grade is assigned using the following decision logic (Table 6):

Table 6: QCAT Process for Assigning an Initial Grade

Grade A 1. LowP + Low T (AA, AT and all HH1 endpoints)
1. Moderate P; or
2. Moderate B; or
CIEES 2 3. Moderate AA; or
4. Moderate AT or one or more HH1 endpoints
1. Moderate P + Moderate B + Moderate T (AA, AT, or any HH1 endpoint); or
2. High P + High B; or
Grade C 3. High P + Moderate T (AA, AT, or any HH1 endpoint); or
4. High B + Moderate T (AA, AT, or any HH1 endpoint); or
5. Very High T (AA or AT).
1. PBT = High P + High B + [Very High T (AA or AT) or High T (HH1)]; or
2. VPvB =very High P + very High B; or
3. VPT =very High P + [very High T (AA or AT) or High T (HH1)]; or
4. vBT = very High B + [very High T (AA or AT) or High T (HH1)]; or
5. CMR =High T (HH1).
Legend
AA = Acute Aquatic Toxicity M = Mutagenicity/Genotoxicity
AT = Acute Mammalian Toxicity P = Persistence
B = Bioaccumulation PBT = Persistent, Bioaccumulative, & Toxic
C = Carcinogenicity R = Reproductive toxicity
D = Developmental Toxicity T = Toxic
E = Endocrine Activity vBT = very Bioaccumulative & Toxic
HH1 = I;:;nan Health Group 1 (C, M/G, R, D, wWT very Persistent & Toxic
HH2 = Human Health Group 2 (AT) VPVvB = very Persistent & very Bioaccumulative
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The grading process begins by evaluating available data against the Grade F criteria. If none of the
Grade F criteria are met, the ranking results are compared against the Grade C criteria. If no Grade C
criteria are met, the process continues until a grade is determined.

Once an initial grade has been assigned, the chemical must be subjected to a data gap analysis. As with
the grading process itself, the data gap analysis is similar to the process established for the GS®. The
process reviews the data gaps found in the chemical ranking table for a specific chemical and, if
necessary, reduces the grade’s final grade based on the number and relative importance of the data gaps.

The following provides details on the QCAT data gap analysis process:

Grade F: Any chemical that qualifies for a Grade F will not undergo a data gap analysis. Grade F is the
lowest possible grade to which any chemical can be assigned. Therefore, any data gaps would only
reinforce the assignment of a Grade F and are unnecessary. If your chemical has attained a Grade F
based on existing data, continue with the review of other alternatives.

Note: The QCAT user is cautioned in placing confidence in any grade assigned above Grade F. Because
QCAT uses fewer criteria and less data, the risk of incorrectly assigning any chemical anything other
than a grade F increases substantially. The QCAT user, however, may wish to proceed and use the other
grades as a further prioritization tool to winnow down potential alternatives. Those chemicals that
receive the best QCAT grade may be subjected to a more complete GS® analysis to increase confidence
in the chemical’s ability to function as a safer alternative.

Grade C: If a chemical has been assigned a Grade C, data gaps could potentially adversely affect this
grading. Based on the data gaps, the following evaluations are made:

1. Are there data gaps for three or more Human Health endpoints?

2. Is there a data gap for any of the following: Persistence, Bioaccumulation, Acute Mammalian
Toxicity, or Acute Aquatic Toxicity?

3. Are there data gaps for two Human Health endpoints, and are the gaps anything other than
Endocrine Activity and one of the following: Carcinogenicity, Reproductive toxicity, or
Developmental toxicity?

If the answer is ‘yes’ to any of the above questions, a Final Grade of Fqq is assigned.
The ‘dg’ indicates the chemical is assigned a Final Grade F, based on serious data gaps. It also
communicates that, although the chemical is provisionally a Grade F, its grade can be revisited if data

becomes available to fill in the data gap.

Grade B: If a chemical has been assigned a Grade B, data gaps could potentially adversely affect this
grading. Based on the data gaps, the following evaluations are made:

1. Are there data gaps for three or more Human Health endpoints?
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2. s there a data gap for any of the following: Persistence, Bioaccumulation, Acute Mammalian
Toxicity or Acute Aquatic Toxicity?

3. Are there data gaps for two Human Health endpoints, and are the gaps anything other than
Endocrine Activity and one of the following: Carcinogenicity, Reproductive toxicity, or
Developmental toxicity?

4. Are there data gaps for any Human Health endpoints other than Endocrine activity?

If the answer is ‘yes’ to any of Questions 1, 2 or 3, a Final Grade of Fqq is assigned. If the answer is
‘yes’ to Question 4, a Final Grade of Cqg is assigned.

The ‘dg’ indicates the chemical is assigned a Grade C, based on serious data gaps. This communicates to
the manufacturer that, although initially a Grade B, the final grade was adjusted, based on the data gaps.
The final grade can be revisited once data are available to fill in data gaps.

Grade A: If a chemical has been assigned a Grade A, data gaps could potentially adversely affect this
grading. Based on data gaps, the following evaluations must be made:

1. Are there data gaps for three or more Human Health endpoints?
2. Is there a data gap for any of the following: Persistence, Bioaccumulation, Acute Mammalian
Toxicity, or Acute Aquatic Toxicity?

3. Are there data gaps for two Human Health endpoints, and are the gaps anything other than
Endocrine Activity and one of the following: Carcinogenicity, Reproductive toxicity, or
Developmental toxicity?

4. Are there data gaps for any Human Health endpoints other than Endocrine Activity?

5. Is there a data gap for Endocrine Activity?

If the answer is “yes’ to any of Questions 1, 2 or 3, a Final Grade of Fdg is assigned. If the answer is
‘yes’ to Question 4, a Final Grade of Cqg is assigned. If the answer is ‘yes’ to Question 5, a Final
Grade of Bgg is assigned.

The ‘dg’ indicates the chemical is assigned a Grade B, based on a data gap. This communicates to the
manufacturer that, although its chemical is initially assigned a Grade A, the final grade must be adjusted,
based on the importance of the data gaps. The final grade can be revisited once data are available to fill
in data gaps.

As observed above, no chemical using the QCAT methodology can be assigned a Grade A if any data
are missing. Just because a chemical has obtained a high grade using QCAT, a further review should be
completed using a full GS® analysis to be sure any of the missing criteria do not adversely affect its
grade.
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E. QCAT Grading Tool

An electronic tool is available that determines the three QCAT grades, i.e. the Initial Grade based on
available data, the Data Gap Grade based on missing data and the Final Grade as defined by the QCAT
methodology. It is important that QCAT assessors understand the grading process, however, and it is
recommended that new assessors become familiar with the methodology before using the tool. Once the
assessor is familiar with the process, the QCAT Grading Tool provides a quick determination of the
three grades for any chemical being assessed. The QCAT Hazard Summary Table and three grades can
be copied from the tool and placed directly into the QCAT Summary Report for the chemical of
concern.

F. Results from the QCAT Grading Processes

Once the evaluation is complete for all the chemicals undergoing the QCAT review, the potential risks
associated with each chemical can be compared directly. Those chemicals assigned Grade F should be
removed from the manufacturing process. Safer alternatives should be sought for chemicals with a Grade C,
although they can be used while the search begins. Grade B chemicals still have some room for
improvement but they are closer to being ‘green.” Grade A chemicals are protective of human health and
the environment, based on the QCAT review. A manufacturer may wish to subject these chemicals to a
GS® analysis to make sure that no unidentified hazard concerns exist. However, compared to other
chemicals, Grade A chemicals do not pose a substantial risk for the priority endpoints used in the QCAT
analysis.

The QCAT decision logic is based on seven decision points that enable a user to complete the grading
process. Before each decision point, data are collected to assist the user in making the subsequent
decision. Each decision point will be assigned a number and is described below with the data collection
requirements preceding the decision point.

The same method should be used to report results from the QCAT assessment as used for the GS®
analysis. An example of a sample matrix is found in Appendix 3. Those hazard endpoints used in the
GS® but omitted from QCAT are crosshatched. In this manner, it is clear the results from the QCAT lack
analysis of certain hazard endpoints used in the GS® and that without this data, the uncertainty
associated with the QCAT conclusions is greater.
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4. QCAT Decision Logic

The QCAT decision logic and evaluation process is shown in Figure 1:

Figure 1: QCAT Decision Logic

Start OCAT
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5. Start QCAT Process

Lettered segments in this section correspond to the letters depicted in Figure 1.

A. Collect Information on Chemical of Interest
In order to begin the evaluation process, collect some basic information on each chemical, such as:

Required data: Optional data, if available:
e Chemical name e Octanol/water coefficient (typically displayed as log Kow)
e CAS number e Potential degradation products
e Uses

B.Is a CAS Number Available?

A CAS number must be identified for each chemical to undergo the QCAT process. Without a CAS
number, pertinent human health and environmental hazard data cannot be identified; therefore, a
chemical without a CAS number automatically exits the process and is assigned a provisional Grade F
(CAS). This assessment may change as manufacturers provide more information or EPA alters its
interpretation of confidential business information.

C. Check Step | Data Sources for QCAT Hazard Endpoints

Appendix 1 identifies automated sources used in Step | for implementation of the QCAT. In Step I, the
authoritative lists are evaluated to determine if any of the chemicals undergoing evaluation appear on these
authoritative sources. As indicated previously, a pay site and several states and organizations have
established lists of chemicals of concern that include many of the sources indicated in Step 1. A user may
wish to investigate these lists to see if any can be used in lieu of researching each individual source. See
Appendix 1 for more details on two automated list translators, one free and one available at low cost. It is
also possible to check the individual sources, which is time consuming and can lead to more interpretation
errors. Where possible, it is highly recommended the assessor use one of the automated sources. Appendix
1 also provides information on how to obtain data from the individual authoritative sources.

The sources in Step | are primarily authoritative lists and the evaluation depends on whether or not a
chemical appears on the list. The authoritative lists are divided into two categories, Priority and Secondary.
Priority sources are lists from highly respected organizations that have reviewed all relevant data in detail.
Individuals outside of the area of expertise are unlikely to disagree with the determinations provided by
these sources. Secondary sources are lists from government and other organizations that may not have
undergone as detailed a review. Therefore if determining which data to use to make a final determination,
levels of concern identified by Priority sources have a higher level of confidence than levels of concern
identified by Secondary sources. In essence, Priority sources trump Secondary.

Some lists also provide information on the relative level of concern for the chemical, based on available
data and review by technical experts. For example, EPA’s Integrated Risk Information System (IRIS)
database using 1986 criteria identifies chemicals as known, probable, and possible carcinogens. Include
these details in the assessment results, as they will assist in the grading process.
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Four simple databases have also been included in Step I sources. Information is provided at the end of
Appendix 1 on how a user may access data from these databases and what data should be recorded for
the grading process. At this point, all available information from the authoritative sources will be
entered into the chemical matrix for each chemical. To assist in review of the Step | sources, a checklist
is provided in Appendix 10. The checklist identifies in green, the specific endpoints for which data may
be found in each authoritative source. If no information is provided in the automated list translators, the
assessor can identify by checking the specific box that no data was available from the specific source for
the chemical under review.

D. Are There Data for all Hazard Endpoints?

Once a table has been filled in with appropriate data from Step | sources (see Table 5 for an example),
assessors determine if data have been found for all QCAT hazard endpoints. Hazard endpoints identified in
Step | data Primary sources will not be evaluated further unless the only data available is from Step |
Secondary sources. In this instance, the assessor may decide to review additional data sources to increase
the confidence in the final determination. Presence in any Step | Priority source is deemed authoritative.
Only those chemicals that do not appear in Step | Priority sources should be subjected to further
Step Il review. If there is sufficient information to assign a final grade, the process jumps to grading (Step
G in Figure 1).

E. Check Step Il Data Sources for QCAT Hazard Endpoints

If any QCAT hazard endpoints remain blank after reviewing the data from Step I, research further for
additional information using Step Il data sources. Additional Step Il data sources are identified in
Appendix 2. The user should look only for data to fill in any remaining gaps. For example, if
information was found in Step I Priority sources for carcinogenicity, there is no need to look for
information in Step Il sources. Step | Priority sources are deemed authoritative and can be used directly in
the grading process without further review or additional information. Step | Secondary sources may also
be used without further review unless the assessor decides to review Step Il sources for additional data.

Several databases in Step Il assist in assigning a hazard level to any remaining hazard endpoints.
Appendix 2 offers guidance on how a user may access information in each database and what data
should be recorded for the grading process.

The user should attempt to locate data from at least two Step Il sources before ranking the chemical. If only
one data source is found, the chemical can still be ranked using the information; however, the QCAT report
should indicate that further review might be warranted based on the limited information available.

If after checking all Step I and Il data sources, information has not been found for one or more of the
QCAT hazard endpoints, enter a ‘DG’ for ‘data gap’ into the matrix for that hazard endpoint(s). ‘DG’
indicates that although all data sources were evaluated, no data were found to assign a rank for this
chemical for this specific hazard endpoint.
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F. Is There Data for any Hazard Endpoints That Can be Used to Grade the

Chemical?

Once the table has been filled in with appropriate data from Steps I and 11 sources and any data gaps
have been identified, determine if data have been found for one or more of the hazard endpoints. If data
are found for one or more of the nine hazard endpoints, assess the data and begin the grading process
identified in Step G (Figure 1).

If no data have been found using Step | and Il sources, and only data gaps appear for all QCAT hazard
endpoints, the chemical automatically exits the evaluation and is assigned a provisional grade ‘F.” No
further evaluation of this chemical occurs. Within the constraints of the QCAT system, this chemical is
not a viable alternative to the toxic chemical being replaced. While data may exist for this chemical in
sources not used by the QCAT and may identify this chemical as a viable alternative, this more detailed
review is outside the scope of the QCAT.

G. Assign an Initial Grade to the Chemical

First, determine the level of concern for each hazard endpoint using the data collected from the Step |
and Il sources. The level of concern ranges from very low to very high and are color coded: very high
(royal purple), high (red), moderate (yellow), low (light green) very low (blue). Such color-coding aligns
with the GS® and DfE and assists in assigning an initial grade to the chemical.

Relative ranks are identified using the process explained in Appendix 8. The result is a matrix with ranks
filled in for all endpoints (Table 7). The QCAT assessor should use this approach to display final results.
As in the matrix used by DfE and GS®, it demonstrates the QCAT assessment is based on fewer hazard
endpoints and therefore less exacting than a full DfE and GS® assessment.

Table 7: Example of Assigned Level of Concern for Each Hazard Endpoint

Human Health Group 1 (HHl) Human Health Group 2 (HH2) | Env. Health Fate Physical

C AT |[ST|N|SnS| SnR |Irs | IrE | AA | CA | Eo B

\“JQM%%%%%% %%l

Once the levels of concern are assigned for each hazard endpoint with available data, an initial grade is
assigned using the process described in Table 6. The result of this evaluation will assign an ‘Initial
Grade’ as shown in Table 8.

Table 8: Example of an Initial Grade Assigned Based Upon the Levels of Concern Identified

Grade
Initial
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Ignore data gaps at this point and assign a grade, based solely on what information is available. Further
evaluation will assess any data gaps to determine what level of confidence can be assigned to augment
the initial grade.

H. Are There Missing Data for any Hazard Endpoints?

In order to better coordinate data requirements with existing regulatory requirements, a process has been
established in the GS™ to evaluate chemicals for data gaps in important hazard endpoints. This process
has been incorporated into the QCAT method. If ‘DG’ is found for one or more of the hazard endpoints,
a further assessment is required.

I. Conduct a Data Gap Analysis

Essentially, if a chemical undergoing the QCAT evaluation is missing data for one or more of the QCAT
hazard endpoints, the impact these gaps may have on the initial grade assigned using available data is
assessed.

The ideal scenario would be to find data to assign a hazard level for each hazard endpoint. In reality,
there are chemicals for which no data are available for one or more hazard endpoints, and/or for which
the chemical manufacturer is withholding data as confidential business information.

The GS® methodology Version 1.2 includes a data gap analysis. The intention of the data gap analysis
and subsequent scoring is to promote and incentivize generation and disclosure of chemical hazard data.
When data are missing and the hazard level for one or more hazard endpoints is unknown, use caution
when benchmarking the chemical. More complete data sets are required to achieve each subsequent
benchmark score (from red to green).

In essence, the data gap analysis attempts to quantify the confidence in the initial grade assigned to each
chemical. If data exists for all the hazard endpoints, the confidence is high that the impacts to human
health and the environment can be correctly assessed. If there are important data gaps, the confidence in
the assessment decreases substantially. The QCAT is guided by the most current version of the GS® data
gap analysis.

J. Assign a Data Gap Grade to the Chemical

The QCAT data gap process is very straightforward and is explained in more detail in the previous
section ‘Conduct a Data Gap Analysis’. If a chemical is assigned an initial grade F based on the data
found, no data gap analysis is necessary, as data gaps will not adversely impact the assessment. If,
however, a chemical is assigned any grade higher than an F, the data gap analysis will attempt to
quantify the confidence of the assessment. Based on the data gap analysis, a ‘Data Gap’ grade is
assigned (Table 9). The chemical has now been assigned two grades, one based on the data found (Initial
Grade) and another based on data gap analysis (Data Gap Grade).
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Table 9: Example of a Data Gap Grade Assigned Based Upon the Levels of Concern Identified

Grade
Data Gap

K. Assign a Final Grade

The assessor has identified two grades, the Initial Grade based on data found and the Data Gap Grade
based on the number and importance of any data gaps. Based on these two grades, the chemical is
assigned a Final Grade by selecting the lower of the two previous grades (Table 10) except for those
chemicals assigned an Initial Grade of F. No data gap analysis is conducted for these chemicals and the
Data Gap Grade is identified as Not Applicable (NA).

Table 10: Example of three Grades Assigned Based on the Levels of Concern Identified

Grades
Initial | Data Ga Final

L. Grading Complete!

Congratulations! You have successfully completed the QCAT process. You can now summarize the
grades assigned to all of the chemicals you have assessed using the QCAT. As part of the QCAT
process, summarize the results of a QCAT evaluation for each chemical evaluated into a standardized
format as shown in Appendix 6. The standardized format is based on a similar report used to report the
results from a GS® evaluation. The details of the evaluation are documented and available for sharing
with other interested parties. An example of a completed format for a QCAT evaluation is shown in

Appendix 7.

It is important to understand how to interpret the grades. A chemical could receive a very high grade,
based on what is known about it. However, if data on important priority endpoints are missing, there is
less confidence that this grade actually reflects the potential impact the chemical may have on human
health and the environment.

Table 11 demonstrates these principles with a real life example. Ecology evaluated several chlorinated
solvents against four fluorinated compounds that were being sold as safer alternatives. The two
compounds listed in Table 11 appear to have the lowest impact on human health and the environment.
Although the fluorinated compound received a better initial grade (B versus C for the chlorinated
compound), uncertainty about the Grade B is greater because data for an important hazard endpoint
(acute aquatic toxicity) is missing. The fluorinated compound’s initial grade has greater uncertainty, as
this chemical has unknown toxicity to the environment and the grade is reduced to Fqg to represent this
greater uncertainty.
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Although the chlorinated species received a lower grade ‘C,” data for all of the six priority endpoints are
present for the chlorinated species. Only endocrine activity and carcinogenicity data are missing. The
chlorinated species have data for mutagenicity/genotoxicity, which can give an indication of whether
these chemicals may be carcinogenic. Thus, the lack of a carcinogenicity study for the chlorinated
species is not considered fatal to the evaluation and the grade after considering data gaps remains at ‘C.’

Table 11: Example of Two Halogenated Solvents

Human Health - Grp 1 Human Health - Group 2 Ecological Fate Physical
C|M|[R[D| E |AT|ST|N|SnS|SnR|I'S|IFE]J]AA|CA|E0o| P | B

Chlorinated | DG [ L |L|L [DG| M ://////%f//%:///////%f//////%%//////%://////%f//////%f//////% //// ////
Fluorinated eebheocpe @ 22| Dl | |

Grades
Initial | Data Gap | Final
Chlorinated C C C

The QCAT does allow incremental improvements, which may be necessary until data for all hazard
endpoints become available. For example, you have two chemicals that have obtained Grades B and C
respectively, based on available data. However, after the data gap analysis, the chlorinated compound
received a Grade C and the fluorinated compound a Grade Fqg due to data gaps.

If a decision was made between these two chemicals based on the initial Grade, the fluorinated compound
would be considered a safer choice, i.e., select the chemical with a B grade over the one with a Grade C.
However, upon further data gaps review, very important information is missing for the fluorinated
compound and selection of the fluorinated alternative is actually risky due to the lack of important data.
The user may wish to contract with a toxicological service to conduct a more detailed GS® assessment.

Without additional data, a clear choice cannot be made between the two options. The final user would
decide which chemical to use or, perhaps more appropriately, explore whether other alternatives are more
well-defined and have less of an impact on human health and the environment. Until data on all the QCAT
endpoints are available, however, the risk of making a choice about a chemical with unknown hazards
cannot be evaluated. Thus, data gaps are important in the evaluation process.
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Appendix 1: Step | Data Sources

Individual Databases:

As mentioned previously, internet resources are available that
accumulate information from many of the Step 1 lists into a single

Please note:
These appendices are updated

site. These sites may make a Step | evaluation easier for QCAT frequently and may be

users. Detailed information on how to access each of these sitesand | outdated. Updated versions
obtain data that can be used in a QCAT evaluation can be found are available on the QCAT
later in this appendix. The two sites of potential interest to QCAT website at

users are: www.ecy.wa.gov/GreenChemi

stry/QCAT.html. Go to the
website and check the dates
to make sure you are using
the most current version.

1. The IUE-CWA, the Industrial Division of the Communications
Workers of America’s and the BlueGreen Alliance (BGA)’s
Chemical and Hazard Alternatives Toolbox, ChemHAT.

2. Healthy Building Network’s Pharos Database’s Chemical and

Material Library.

Users should check when the information on these websites was last updated. Any site that is several
years out-of-date should be used with caution. However, if a chemical was identified as a problem in
one of the lists included in these sites, the chemical should be avoided and removed as a potential safer
alternative.

ChemHAT (Chemical and Hazard Alternatives Toolbox):

ChemHAT is a free site created by the Industrial Division of the Communications Workers of America
and the BlueGreen Alliance (BGA). ChemHAT provides recommendations and identifies concerns for
specific chemicals within its database. However, the data used for these recommendations are most of
the same lists used in a Step | QCAT assessment. As ChemHAT is freely available to all users, it is a
great source of authoritative lists and saves the assessor considerable time by providing most of the lists
in one locate. Assessors can access ChemHAT through its main page:

ChemHAT.org

Chemical Hazard and Alternatives Toolbox

Home / Search About ChemHAT Safer Chemicals For Workers Breast Cancer Safer Families

Search chemical name or CAS #

lg0-00-0]

ChemHAT.org
card game!
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The assessor can enter either the chemical name or the CAS number for the chemical of interest. The
formaldehyde CAS number, 50-00-0, is used to demonstrate the availability of information within
ChemHAT. Once the assessor clicks on the ‘Find’ button, the following page appears:

ChemHAT.org

Chemical Hazard and Alternatives Toolbox

Home / Search About ChemHAT Safer Chemicals For Workers Breast Cancer amilies

Formaldehyde

CAS: 50-00-0

HOW can ‘thiS chemlcal affEG‘t my health" Stronger effect [ evidence ... Wasker effect / evidencs

M Acute (Short Term) Effects  How do we know (f . ’ .

Toxic to Humans & Animals — Irritates the Eyes — Can cause
Can be fatal on contact, ingestion irritation or serious damage to the
or inhalation for humans and other U eye.

mammals.

Irritates the SKin — Can cause
irritation or serious damage to the
skin.

B Chronic (Long Term) Effects How do we know “_Er‘-

ChemHAT displays information on how the chemical can affect health. In the above screen capture,
acute and chronic concerns are identified. If the assessor clicks on the blue highlighted information
‘How do we know’ in the Acute (Short Term) Effects category (red arrow above), the following
information appears:
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Data sources:
Direct Hazard » Toxic to Humans & Animals

These sources refer directly to this chemical:

R25 - Toxic if Swallowed

Substances with EU Risk & Safefy Phrases (Commission Directive 67-548-EEC)
European Union / European Commission (EU EC)

R24 - Toxic in Contact with Skin

Substances with EU Risk & Sarefy Phrases (Commission Direclive 67-545-EEC)
European Union / European Commission (EU EC)

R23 - Toxic by Inhalation (gas, vapour, dust/mist)

Substances with EU Risk & Sarefy Phrases (Commission Direclive 67-548-EEC)
European Union / European Commission (EU EC)

H301 - Toxic if swallowed

Regulation on the Classification, Labelling and Packaging of Substances and Mixtures (CLP) Annex 6 Table 3-1 - GHS Hazard code
criteria
European Union / European Commission (EU EC)

H311 - Toxic in contact with skin

Regulation on the Ciassification, Labelling and Packaging of Substances and Mixiures (CLP) Annex 6 Table 3-1 - GHS Hazard code
criteria
European Union / European Commission (EU EC)

H331 - Toxic if inhaled

Regulation on the Classification, Labelling and Packaging of Substances and Mixtures (CLP) Annex 6 Table 3-1 - GHS Hazard code
criferia
European Union / European Commission (EU EC)

The above list shows just some of the information available. More data are available than shown.

The sources identified above are Step | data sources and the data would be used to help identify the level
of acute toxicity concerns associated with formaldehyde. This window can be closed by clicking on the

‘X’ in the upper right corner.

Similar data are available for chronic concerns associated with formaldehyde:
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Data sources:
Direct Hazard » Cancer

These sources refer directly to this chemical:

R40 - Limited Evidence of Carcinogenic Effects

Substances with EU Risk & Safety Phrases (Commission Directive 67-548-EEC)
European Union / European Commission (EU EC)

H351 - Suspected of causing cancer

Reguiation on the Classification, Labelling and Packaging of Substances and Mixtures (CLP) Annex 6 Table 3-1 - GHS Hazard code criferia
European Union / European Commission (EU EC)

Carcinogen Group 4 - Non-genotoxic carcinogen with low risk under MAK/BAT levels

List of Substances with MAK & BAT Values & Categories
MAK Commission of Germany (Deutsche Forschungsgemeinschait)

(1986) Group B1 - Probable human Carcinogen

Integrated Risk Information System Database (IRIS)
US Environmental Protection Agency (US EPA)

Group 1 - Agent is Carcinogenic to humans

NMonographs On the Evaluation of Garcinogenic Risks to Humans
International Agency for Research on Cancer, World Health Organization (IARC)

Carcinogen

Chemicals Known fo the State to Cause Cancer or Reproductive Toxicity - Galifornia Proposition 65 - Safe Drinking Water and Toxic Enforcement Act OF
1086
California Environmental Protection Agency (CA EPA)

Known to be a human Carcinogen

Report on Carcinogens
US Department of Health & Human Services - National Institutes of Health (US NIH)

This data indicates formaldehyde is a carcinogen and the specific data results can be used in QCAT to
identify a level of concern. By using this single source, however, assessors can obtain carcinogenicity
data from multiple authoritative sources without the need to visit each source individually.

If the assessor scrolls further down the initial results page for formaldehyde, the following information
appears and data are available on formaldehyde’s aquatic toxicity (red arrow): /

4
How does this chemical impact the environment? How do we know

Bioaccumulative — Accumulates
in organisms, concentrating as it
moves up the food chain.

Immediate Harm to Aquatic
Ecosystems — A single exposure
may result in severe biological
harm or death to fish or other
aquatic organisms.

Persistent — Does not break down
readily from natural processes.
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By clicking on the ‘How do we know’ link, the following window appears:

Data sources:
Direct Hazard » Immediate Harm to Aquatic Ecosystems
These sources refer directly to this chemical:

Hazardous to the aquatic environment (acute) - Category 1 [H400 - Very toxic to aguatic life]

GHS Ciassification and Labelling for Toxic Chemicals
Republic of Korea - Mational Institute of Environmental Research (NIER)

Hazardous to the aquatic environment (acute) - Category 2

GHS Classifications
Government of Japan

Information from ChemHAT can be used to assign a level of concern. For example, based upon the
information displayed for formaldehyde, it would receive a Grade F based upon the high degree of
carcinogenicity. Assessors should make the effort, however, to fill in as many of the hazard endpoints
as possible. Although ChemHAT contains most of the Step | authoritative sources, it may not contain
all and some of the other, more complete sources listed below may also be reviewed.

Healthy Building Network’s Pharos Database:

Pharos is a subscription site and may not be available to all users. Costs for access, however, are
reasonable and access to the information in Pharos might justify the expense. Although Pharos was
created primarily to improve the quality of building products, the data in its Chemical and Material
Library is useful to QCAT users. Pharos also has the added benefit of being constantly reviewed and
updated so the data are maintained and kept current. Users login to Pharos through its main page:

opho rOS Login
Pharos Project

Username or Email:
Forgot Password?

Need to Register?
Password:

Remember me

Follow Us Contact Us About Us Resources
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http://www.pharosproject.net/material/

Once the assessor logs in and accesses the site, the following page appears:

OPharos

“confrontatio...

Any company

Find Products

My Projects

No active projects.

New on The Signal Blog

The Vinyl Industry Strikes Back
Jim Vallette - April 29, 2016

Search By Product Manufacturer

Building Products

Dashboard for alex.stone

Chemicals and Materials

Search By Product Category

Any category

Find Products

Certifications

The Vinyl Institute, a trade association of polyvinyl chleride (PVC) manufacturers, this month
launched a blog site, called Vinyl Verified, which embodies the spirit of this year's
presidential campaign. The industry website launched with a suite of posts that try to
discredit transparency and disclosure tools, many that the modern green building movement
hold dear. "Vinyl Verified™ revels in polemics. It shouts to cloud reality. It claims a mission of

CompAIR Dashboard Logout

Welcome backl Manage
Your Subscription

New! CompAIR
Volatile Ingredients
Calculator

Free to all registered Pharos
users, the CompAIR volatile
ingredients calculator helps
users identify building
products that release less
chemicals into the air.

2 User Profile

+ Add a Project

Each user has his or her own ‘Dashboard’, the contents of which might change as HBN posts news and
other information for all Pharos users. Clicking on ‘Chemicals and Materials’ along the top (red arrow),

takes you to the following page:
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oph o rOS Building Products ~ Chemicals and Materials ~ Cerfifications ~ CompAIR  Dashboard

Dashboard / Chemicals and Matenals

Chemicals and Materials

@ About the CML Q search Chemicals and Materials (38,283) Q, Search Hazard Lists (67)

chemicals: @
The Chemical and Material Library (CML) is an online catalog of 38,282 chemicals, polymers, metals, and 36,090
other substances. It identifies key health and environmental information using:
variants: €
= 42 authoritative scientific lists for specific human and environmental health hazards 137
+ 20 restricted substance lists _ _
- GreenScreen List Translator scores based on the most current GreenScreen version (1.3) biobased materials: €
1,475
The CML also characterizes the process chemistry used to produce 1,174 substances and screens woods ) _
against 5 endangered species lists. unregistered materials: €
104
compound groups: @
476
Hazard Levels and Endpoints GreenScreen
What is the purpose of the Pharos Chemical and What is the GreenScreen?

Material Library?
! & What is a GreenScreen Assessment?

i ?
What hazard endpoints does Pharos track? Where do | find GreenScreen Assessments?

iari 7
What do the hazard and priofity levels mean How does Pharos use the GreenScreen List

Are exposure and risk included? Translator?

Key

. Hazard color indicators show the highest level of concern for chemical hazards. Hazards are
differentiated between those associated with the substance, likely residuals, and chemicals
used in the manufacturing process. Hover over any of these indicators to view the health

More information is found on the page. The goal, however, is to search for a specific chemical of
interest. Clicking on the ‘Search Chemicals and Materials’ (red arrow) leads you to the following page:
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oph oros Building Products ~ Chemicals and Materials ~ Certifications ~ CompAIR ~ Dashboard  Logout

Dashboard / Chemicals and Materials

Chemicals and Materials

© Avoutthe CML | Q Search Chemicals and Materials (38,283) | Q Search Hazard Lists (67)

Showing 1 - 100 of 38,283 results Search term
CASRN Material Name Hazard GreenScreen
L: ]
Substance Residual Manufacturing Type
i ] (5] (i}
Any type “
81972-45-7 _-2,6-Bis(1-methylethyl) phenyl]-_- ' LT-UNK
[[[2,6-bis({1-methylethyl)phenyl ] Used in Product Category

carbonimidoyl]amino]poly
[nitrilomethanetetrayinitril o[2,4 6-tris
(1-methylethyl)-1,3-phenylene

Any category ~

[ Has a full GreenScreen
193159-06-7  _[3-(1-oxoprop-2-eny)l-1-oxypropyl] LT-UNK assessment
dimethoxysilyloxy-_-[3(1-0xoprop-2-

enyl)-1-oxypropyljdimethoxysilyl poly Restricted lists Include

(dimethylsiloxane) © Add

§74299-53-3 _-4-(Hydroxy-kO)-3,5-bis2-(hydroxy- ® LT-P1 Restricted lists do not include
kO)-5-nitrophenylazo-kMN1-
7-(phenylamino-kN)-2- © Add
naphthalenesulfonato(5-)
bis3-(hydroxy-kO)-4-2-(hydroxy-kO) W Include residuals in selected
-1-naphthalenylazo-kMN1-7-nitro-1- filters above

naphthalenesulfonato(3-)dichromate

(9-), disodium trinydrogen

GB7375-30-8 -CYPERMETHRIN [ ] LT-P1

All chemicals in the library are available and the user must now narrow the focus to the chemical of
interest. Using formaldehyde as an example again, type the CAS Number ‘50-00-0" in the box labeled
‘Search term’ (red arrow). The following information appears:
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Building Products

OPharos

Dashboard ' Chemicals and Materials

Chemicals and Materials

@ About the CML Q, search Chemicals and Materials (7)

Showing 1 -7 of 7 results

CAS RN Material Name
Substance
e
71550-00-0 Chromate(1-), bis[3-[(5.8-dichloro-1- .
hydroxy- 2-naphthalenyl)azo]-4-
hydroxybenzenesulfonamidato (2-)]-,
sodium
84650-00-0 Coffee, Coffea arabica, ext
50-00-0 FORMALDEHYDE .
(compound Formaldehyde based binders .
aroup)
(compound Formaldehyde compounds .
group)
50-00-0 Formol [ ]
(variant)
13150-00-0 n-Alcohol(C12-C18)ethersulfates (2-3 .

EO)

Chemicals and Materials

Certifications

Q search Hazard Lists (67)

Hazard GreenScreen
]
Residual Manufacturing
e e
LT-UNK
[ ] ® LT-1
o o
o
[ ] [ ] LT-1
LT-P1

CompAIR Dashboard Logout
Search term
50-00-0
Type
Any type v

Used in Product Category

Any category v

[] Has a full GreenScreen
assessment

Restricted lists include
© Add

Restricted lists do not include

© Add

] Include residuals in selected
filters above

Pharos lists all entries containing ‘50-00-0.” Clicking on ‘Formaldehyde’ with the correct CAS (red

arrow) causes the following to appear:
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oph o rOS Building Products ~ Chemicals and Materials ~ Certifications ~ CompAIR ~ Dashboard  Logout

Dashboard / Chemicals and Materials / [50-00-0] FORMALDEHYDE

[50-00-0] FORMALDEHYDE

@ General Information A Ha i Compound Groups C Process Chemistry Research 4 GreenScreen 4 Cc2c

¥* Variants

CAS RN: 50-00-0
Q view products containing

Used in Product Categories: Thermal Insulation, Resilient Flooring, Foamed-in-Place Insulation, Flooring, this material
Carpet - Tile and Sheet, Carpet Backing, Adhesives, Wallboard, Ceilings. MDF, Decorative Laminates,
Board Insulation, Fibrous Board Insulation, Mineral Board Insulation, Blanket Insulation, Foamed-in-Place

Insulation Components, Acoustical Ceilings, Resilient Flooring Adhesives, Carpet Adhesives, Wood Flooring My Project Lists
Adhesives, Wood Flooring, Carpet Backing Components, Countertops, Engineerad Wood Flooring, Wall

Protection Adhesive, Composite Wood, 0SB, Plywood, Particle Board, Grout, Tile Installation Products, Peel No project lists available.
& Stick Adhesives, Admixes I ists can be added to

existing projects on your
account. Visit your
Website (if applicable): Not provided dashboard for more

Description: Not provided

VOC designation: VWOC (Boiling point: -19 degrees Celsius) fnformation.

We are not quite there yet but close. Remember that Pharos was actually designed to help the building
industry choose safer alternatives. The Hazard library is just one of the services Pharos provides. If,
however, you click on the tab ‘Hazards’ above (red arrow), you’ll get to the data you want:
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opho rOS Building Products ~ Chemicals and Materials ~ Certifications ~ CompAIR ~ Dashboard  Logout

Dashboard / Chemicals and Materials ' [50-00-0] FORMALDEHYDE

[50-00-0] FORMALDEHYDE

@ General Information A\ Hazards 2 Compound Groups C Process Chemistry Research 4 GreenScreen 4 C2C

#* Variants

Direct Hazards:

CANCER ’iﬁ‘ W IARC - Group 1 - Agent is Carcinogenic to humans +13

DEVELOPMENTAL ’iﬁ" MAK - Pregnancy Risk Group C

GENE MUTATION %E‘ @ EU - GHS (H-Statements) - H341 - Suspected of causing genetic defects

fieiitr

RESPIRATORY CHE - Toxicant Database - Asthma - allergen, sensitizer - good evidence

MALIAN ﬁﬁg US EPA - EPCRA Extremely Hazardous Substances - Extremely Hazardous Substances

EYE IRRITATION ’iﬁ" Japan - GHS - Serious eye damage / eye irritation - Category 2A

The above is just some of the information found in the database. Pharos is a certified GreenScreen
ListTranslator® and the colors shown agree with the level of concern identified in GreenScreen® and
used in QCAT. Therefore any hazard endpoint in red is likely to be a higher level of concern than those
in orange. Pharos lists one source for each endpoint and identifies additional sources available. The
‘+13’ after ‘Cancer’ (circled in red) indicates there are an additional 13 authoritative sources that
reviewed and provided an opinion on cancer. This information is accessed by clicking on the ‘+13” and
the following appears:
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Dashboard /| Chemicals and Materials | [50-00-0]) FORMALDEHYDE

[50-00-0] FORMALDEHYDE

# Variants

Direct Hazards:

CANCER 48 O3 1arc - Group 1 - Agent s Carcinogenic to humans

i 'E27 EU - R-phrases - R40 - Limited Evidence of Carcinogenic Effects
EU - GHS (H-Statements) - H351 - Suspected of causing cancer

US EPA - IRIS Carcinogens - (1986) Group B1 - Probable human Carcinogen
CA EPA - Prop 65 - Carcinogen

US NIH - Report on Carcinogens - Known to be a human Carcinogen

US CDC - Occupational Carcinogens - Occupational Carcinogen &

iiﬁ‘ Korea GHS - Carcinogenicity - Category 1 [H350 - May cause cancer]

. ﬁiﬁ‘ EU - Annex V1 CMRs - Carcinogen Category 2 - Suspected human Carcinogen

@ 4 Japan - GHS - Carcinogenicity - Category 1A

. US EF’A PPT Chemical Action Plans - Known human carcinogen - TSCA Criteria met
" EU - GHS (H-Statements) - H350 - May cause cancer

oph o ros Building Products ~ Chemicals and Materials ~ Certifications ~ CompAIR

Dashboard Logout

© General Information A\ Hazards i Compound Groups C Process Chemistry Research <4 GreenScreen 4 Cc2c

MAK - Carcinogen Group 4 - Non-genotoxic carcinogen with low risk under MAK/BAT levels

“ EU - Annex VI CMRs - Carcinogen Category 1B - Presumed Carcinogen based on animal evidence

Pharos includes information on several hazard criteria. However, the only one pertinent to a Step | QCAT
formaldehyde assessment is ‘CANCER’ as indicated by the red color. Note the colors used in Pharos align
with the color-coding used in QCAT and GS®. Pharos indicates that formaldehyde is a ‘Group 1: Agent is
carcinogenic to humans’ as identified by IARC. This indicates formaldehyde is an ‘LT-1" for ListTranslator

category 1, which is equivalent to a GS® Benchmark 1 or QCAT Grade F.

If you want more information on each source or are not sure what ‘IARC’ stands for, you may click on the

entry, which takes you to the following:
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Dashboard / Hazard Lists ' 1ARC

|ARC

Monographs On the Evaluation of Carcinogenic Risks to Humans
Abbreviation: [ARC

Agency: International Agency for Research on Cancer, World Health Organization (IARC)

© General Information A\ Specific Health or Ecosystem Hazards iE Materials Listed (871)

Description:

The IARC Meonographs identify envirenmental factors that can increase the risk of human cancer. These
include chemicals, complex mixtures, occupational exposures, physical and biological agents, and lifestyle
factors. National health agencies use this information as scientific support for their actions to prevent exposure
to potential carcinogens.

Interdisciplinary working groups of expert scientists review the published studies and evaluate the weight of the
evidence that an agent can increase the risk of cancer. The principles, procedures, and scientific criteria that
guide the evaluations are described in the Preamble to the IARC Monographs. The working group assign a
rating to the agent that indicates the weight of the evidence for causation of cancer.

Since 1971, more than 900 agents have been evaluated, of which approximately 400 have been identified as
carcinogenic or potentially carcinogenic to humans

The International Agency for Research on Cancer was established in May, 1965, through a resolution of the
XVIIth World Health Assembly, as an extension of the World Health Organization. As a WHO Agency, IARC
follows the general governing rules of the UN family. Its research programme is regularly reviewed by a
Scientific Council. The Scientific Council consists of highly qualified scientists, selected on the basis of their
technical competence in cancer research and allied fields. Members of the Scientific Council are appointed as
experts and not as representatives of Participating States.

Published: 2015-03-10
Website: monographs.iarc. it ENG/Classification/index.php

Last updated: 2016-03-11

Logout

Pharos indicates that IARC stands for the ‘International Agency for Research on Cancer’ by the World
Health Organization as represented by their publications ‘Monographs on the Evaluation of Carcinogenic
Risks to Humans.” If interested, you may also go directly to the IARC site by clicking on the link next to

‘Website:’. For example, clicking on this link takes you to the following:
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International Agency for Research on Cancer |AR( Monographs on the Evaluation of English| Francais Kl ' B Rss

(& } World Health Carcinogenic Risks to Humans Q
¥/~ Organization

MEETINGS CLASSIFICATIONS PUBLICATIONS PREAMBLE STAFF

You are here: Home / Classifications / List of Classifications

AGENTS CLASSIFIED BY THE IARC MONOGRAPHS, VOLUMES 1-115

List of Classifications

*» Volumes 1-115 Group 1 Carcinogenic to humans 118 agents
» Alphabetical order Group 2A Probably carcinogenic to humans 79
» CAS® Registry Number order Group 2B Possibly carcinogenic to humans 290
» Cancer site Group 3 Not classifiable as to its carcinogenicity to humans 501
Group 4 Probably not carcinogenic to humans 1

For definitions of these groups, please see the Preamble.

It is strongly recommended to consult the complete Monographs on these agents, the
publication date, and the list of studies considered. Significant new information might
support a different classification.

For agents that have not been classified, no determination of non-carcinogenicity or overall
safety should be inferred.

= List of classifications, Volumes 1-115 {embedded spreadsheet)
= List of classifications by cancer site (PDF file)

= French version of the List of classifications by cancer site, as hosted by Centre Léon
Bérard

See Preventable Exposures Associated With Human Cancers (Cogliano et af., 2011)

Although care was taken in preparing these lists, mistakes may be present.
If vou find an error, please notify us at imo@iarc.fr.

Last update: 22 February 2016

Pharos does an excellent job providing information on each source and what the source’s determination
means. This information an be easily used by tools such as QCAT and GS to conduct a CHA.

All information available in Pharos on the cancer hazard endpoint is shown. Some information pertinent
to a QCAT assessment includes:

Group 1: Carcinogenic to humans (IARC)

Known to be a human carcinogen (NTP RoC)

Group B1 using 1986 Guidelines (IRIS)

Carcinogenic (Prop 65)

Carcinogen (OSHA)

GHS Carcinogenicity Category 1, H350 May cause cancer (Korea NIER)
GHS Carcinogenicity Category 1A (Japan METI/MOE)

Known human carcinogen (US EPA)

© N o a k~ wbhRE
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This data can be used to identify the level of concern for carcinogenicity. According to the information
in Appendix 8, this information causes cancer and needs to be assigned a level of ‘H.” The QCAT user
should note this information in the assessment for formaldehyde and indicate where the information was

obtained, i.e., the Pharos database accessed on a specific date.

Note that Pharos includes data from sources used in the GS® but not in QCAT. This information is
meaningful to its target audience, i.e., suppliers of building materials. Although it is tempting to
include this information in a QCAT assessment, it is beyond the QCAT’s scope and should be

reserved for a GS® assessment.

Appendix 2: Step |l Data Sources

For the purposes of the QCAT, the Step 1l sources identified in the
Checklist (Appendix 10) will be searched for specific information,
which can be used to grade chemicals undergoing the assessment
process. Although considerable information is available from all of
these sources, only specific information will be selected for review in
support of the objectives of the QCAT to limit the level of technical
expertise necessary. Information used from each database will be
described in detail at the end of this appendix.

Information on how to access information within the various sites
will be presented later in this appendix after the list of data sources.

Step Il data sources include:

1. ISSCAN: InstitutoSuperiore di Sanita, ‘Chemical Toxicity.’

Please note:

These appendices are updated
frequently and may be
outdated. Updated versions
are available on the QCAT
website at
www.ecy.wa.gov/GreenChemi
stry/QCAT.html. Go to the
website and check the dates
to make sure you are using
the most current version.

ISSCAN evaluates chemicals based upon structural relationships and experimental data and ranks
them for level of concern for carcinogenicity and mutagenicity. These rankings can translate into an

equivalent level of concern within QCAT:
Carcinogenic ratings:
a. Ranking = 3: Carcinogenic
b. Ranking = 2: Undetermined or equivocal
c. Ranking = 1: Non-carcinogenetic

Mutagenicity in Salmonella typhimurium (Ames test) rankings (SAL):

a. Ranking = 3: Mutagenic
b. Ranking = 2: Undetermined or equivocal
c. Ranking = 1: Non-mutagenic

2. European Chemicals Agency, Classification and Labeling Inventory (C&L Inventory).

The European Chemicals Agency (ECHA) as part of its implementation of the REACH legislation
has made all data submitted by manufacturers available. This data has not undergone review and
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there are some concerns about its accuracy. However, it provides a valuable resource for chemical
hazard assessments like QCAT and can be used until better data is available.

European Union Risk Assessments (EU Risk Assessments)

The European Union conducted in the past an extensive program where risk assessments were
conducted on specific chemicals of concern. These risk assessments may provide valuable
information for a chemical hazard assessment tool like QCAT if one is available.

National Institute of Occupational Safety and Health (NIOSH), Registry of Toxic Effects of
Chemical Substances (RTECS). Paid subscription. RTECS is provided by several organizations for
a fee. The examples shown here are for demonstration only and are not to be taken as an
endorsement of any particular RTECS provider.

RTECS is a toxicological database that contains peer-reviewed information from international
journals, textbooks, technical reports, scientific proceedings, etc. RTECS reports the results of this
review. Often, RTECS will not provide specific numerical values for evaluation but evidence on
whether or not the chemical of concern demonstrates specific characteristics. RTECS does provide
specific values for some endpoints. For example, RTECS often includes LD50 values that can be used
to determine a level of concern for Acute Mammalian Toxicity using the Technical Criteria in
Appendix 8.

The assessor should determine from this review whether RTECS provides evidence of carcinogenicity
and to what degree, i.e., strong, moderate, or low. More information is provided in the following
screen-capture section.

National Library of Medicine (NLM), Hazardous Substances Databank (HSDB).

HSDB may contain information found in Step | sources. However, it may also report data beyond
Step | sources. The assessor should select the 'full record’ option and then search on portions of the
term 'carcinogenicity.' More information on how to search the HSDB for this additional data are in
the following screen-capture section.

The United Nation’s Screening Information Datasets (SIDS), if available.

SIDS may report the results of studies and other information relevant to most of the hazard endpoints
used in QCAT. Typically, the results are summarized and this information can be reviewed to
determine whether evidence of concern does or does not exist for the chemical of concern. The
assessor reviews this information to determine the level of concern. More information is available in
the following screen-capture section.

U.S. Department of Labor, Occupational Safety & Health Administration (OSHA) Occupational
Chemical Database.

OSHA compiles data from several sources for specific chemicals of concern including physical
properties, emergency response information, NIOSH Pocket Guide, etc. If assessed, this data may be
used to assign a level of concern for several endpoints used in QCAT.
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http://ccinfoweb.ccohs.ca/rtecs/search.html
http://ccinfoweb.ccohs.ca/rtecs/search.html
http://toxnet.nlm.nih.gov/cgi-bin/sis/htmlgen?HSDB
http://www.chem.unep.ch/irptc/sids/OECDSIDS/sidspub.html
https://www.osha.gov/chemicaldata/
https://www.osha.gov/chemicaldata/

8.

10.

11.

Danish Ministry of the Environment’s Environmental Protection Agency (Danish EPA) (Q)SAR
Assessment of Chemical Properties of Substances.

The Danish EPA has created a database that contains predictions on the potential toxicity of
approximately 166,000 chemicals. The database predicts toxicity for mutagenicity, carcinogenicity,
reproductive toxicity, acute aquatic toxicity and acute mammalian toxicity, all of which are used in
QCAT.

For the purposes of the QCAT, the full (Q)SAR database will not be used but a subset of more than
30,000 substances for which GHS classifications have been estimated. This information can be
found in the Danish Advisory List for Self-classification. These GHS results are directly comparable
to the GHS criteria included in QCAT’s Appendix 8.

U.S. Environmental Protection Agency (EPA), Ecological Toxicity (ECOTOX) database.

EPA has collected data on aquatic toxicity and published the results in ECOTOX. Unlike the HSDB
and other similar databases, EPA does not conduct a technical review of the studies but solely
publishes the results. For this reason, should other sources that have been reviewed conflict with
ECOTOX results, the reviewed studies should be given preference. In the absence of data, ECOTOX
provides an excellent resource on the latest aquatic toxicity studies. ECOTOX results are typically
reported in values such as LCso, which can be compared against the Technical Criteria in Appendix 8
identifying a level of concern to be used in QCAT. More information is provided in the following
screen capture section on how to access data in ECOTOX.

U.S. Environmental Protection Agency (EPA), PBT Profiler.

The PBT Profiler is a computer model created by EPA as a screening tool to predict a chemical’s
potential to persist in the environment. Persistence results are reported in half-lives for various media
such as water, air, soil, and sediment. Bioaccumulation results are reported in Bioconcentration
Factors (BCF).These half-lives and BCF values are compared against the Technical Criteria in
Appendix 8 to determine a level of concern in QCAT for persistence and bioaccumulation.

The PBT Profiler reports results from computer modeling conducted by EPA. In the instance where
other, non-modeling is available, less emphasis should be placed upon PBT Profiler results.

US EPA Characterization Criteria.

As part of EPA's New Chemical Program, hazard endpoints were parsed into various levels of
concern to assist EPA to better identify chemicals, which may negatively impact human health or the
environment. These criteria are used by EPA's Design for the Environment Program to assign a level
of concern while conducting a chemical hazard assessment and were subsequently incorporated into
the GreenScreen and QCAT methodologies.
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http://eng.mst.dk/topics/chemicals/assessment-of-chemicals/(q)sar---assessment-of-chemical-properties-of-substances/
http://eng.mst.dk/topics/chemicals/assessment-of-chemicals/(q)sar---assessment-of-chemical-properties-of-substances/
http://eng.mst.dk/topics/chemicals/assessment-of-chemicals/the-advisory-list-for-selfclassification/
http://cfpub.epa.gov/ecotox/
http://www.epa.gov/oppt/sf/tools/pbtprofiler.htm
https://www.epa.gov/saferchoice/alternatives-assessment-criteria-hazard-evaluation

Examples of Data from Individual Databases used in Appendix 2

1. ISSCAN Chemical Carcinogens: Structures and Experimental Data

ISSCAN is an Italian database which contains information on carcinogen and mutagen potential based
upon technical review of scientific studies and computer modeling input using Quality Structure
Activity Relationship ((Q)SAR) processes.

Banche dati
ISSTOX Chemical Toxicity Databases %

Chemical Toxicity: Structures and experimental data

The ISSTOX databases are curated by the Istituto Superiore di Sanita, and contain experimental results relative
to various types of chemical toxicity, The toxicity results have been critically reviewed.

The available databases -each relative to 2 different toxicological endpoint- are:

1) long-term carcinogenicity bioassay on rodents (rat, mouse) (ISSCAN);

2) in vitro mutagenicity in Salmonella typhimurium (Ames test) (ISSSTY);

3) in vivo mutagenicity (micronudleus test) (ISSMIC);

4) cell transformation (ISSCTA);

5) long-term carcinogenicity bioassay on redents and in vitro mutagenicity in Salmonella typhimurium {Ames
test) of biocides and plant protection preducts (ISSBIOC).

Beside being a repository of data, the databases have been specificzlly designed as an expert decision support
tool. A characterizing feature is that the chemical structures are codad in such 2 way as to be directly usable for
Structure-Activity Relationships studies. The use of experimental data for Structure-Activity Relationship studies
amplifies their informative value (e.g., through texicity predictions), and contributes to the reduction and
replacement of animal experimentation.

The structure of these databases is inspired by that of the Distributed Structure-Searchable Toxicity (DSSTox )
Network of the US Enviromental Protection Agency (EPA). Similarly to the DSSTox spirit, this project wants to
contribute to the free diffusion of scientific data in 2 standardized, easy to read format.

The information is provided in an Excel spreadsheet (red arrow below) and information on both the
carcinogenic and mutagenic potential is provided.

Guida all'uso [POF - 21.33 kiytes] =y
Guidance for use [POF - 18.38 es] -t

IS5CAMN [ZIP - 15683.20 kbytes] % .
ISSHIC [ZIF - 66750 khyres] i

IS55TY (parti) [ZIF - 4558.06 kbytes] H

IS55TY (partl) [ZIF - 3864.20 kbytes] i

ISSCTA [ZIP - 472.06 kbytes] i

ISSBIOC [ZIF - 53645 kbytes] i

Pubblicato il 26-09-200& in Eanche dati , aggiornato al 04-03-2043
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Once the ISSCAN file is downloaded and unzipped, the four files shown below are provided including
background information on the process used to generate the data, abbreviations and an Excel
spreadsheet with the results for each chemical.

MName Date nwctiifiecl Type

B ISSCAM_wda_1150_16Junelll xls 5/17/2016 1:17 PM Microsoft Excel 97...
E IS5CAN_documentation. pdf 6/20/2011 10:15 AM  Adobe Acrobat D...
E ISSCAM_v4a_1150_16June01l.pdf 6/16/2011 445 PM  Adobe Acrobat D...
|| ISSCAM_v4a_1150_16Junelll.sdf 6/16/2011 3:56 PM  SDF File

Opening the Excel spreadsheet provides the following: //

1 z 3 4 S 13 14 15 16 i 15
Substance -

’ D Fiof ChemMame Sumanums CAS Canc SAL Rat_Male_Canc  Rat_Female_Canc  Mouse_Male_Canc  Maousze_Female_Carn
= 1 225,283 d-Dimethulaminoszobenzene Salvent ¥ellaw 2; B BO-11-7 3 3 3 3 3 3
i Z 223.27  d-Acemlaminoflucrens 4-AAF; d-acetamid  28322-02-3 1 3 MO 1 y/u} [u}
4 3 202251 Purene Benzaldeflphenant  123-00-0 1 3 MO V] 1 1
& 4 13377 Chloroferm Formyltrichloridesm  67-66-3 3 1 3 3 3 3
E ) 268,35 Diethulstilbestral 3.4-kis(p-hydravup 56-53-1 3 1 3 3 3 3
T g 130,136 d-Nivoguineline-M-Clside 4-Miroguinoline 1-c  56-57-5 3 3 3 3 3 3
k3 T 143185 2-Maphthylamine 2-Aminonaphthaler  91-53-8 3 3 1 3 3 3
3 184.237 Benzidine 1.1-Bipheryl-4.4'-L  32-57-5 3 3 3 3 3 3
0 3 22327 2-Aoetylaminaflucrens 2-AAF; 2-Acetamic  53-96-3 3 3 3 3 3 3
1 10 252303 Benzolalpwrene 34-benzlalpyrene;  S0-32-5 3 3 3 3 3 3
2 1 130125 Hudrazine Sulphate Diamidogen sulfate;  10034-33-2 3 3 3 3 3 3
k} 12 173201 Henamethulphosphoramide Hempa; Hesametap  G&0-31-3 3 1 3 3 MO [n}
4 13 138,221 N-Mitrosodipherylamine Dipherylnitrosamine  86-30-6 3 1 3 3 1 1
S 14 102153 Ethwlenethiourea 1.3-ethulene-Z-thic ~ 36-45-7 3 1 3 3 3 3
E 15 86.0832 beta-Buturolactone 3-Hudrozybutanoic  3068-85-0 3 3 3 3 3 3
T 16 162,185  Safrale 1.2-Methulenediony  34-53-7 3 1 3 3 3 3
I 17 TAN938  Mimethulformamide Climethulfarmamide RA=12- 1 1 1 1 1 1

A great deal of information is provided. The QCAT assessor, however, is primarily interested in
columns 13 and 14 (red arrows above) which summarize the results for carcinogenicity (Canc) and
mutagenicity (SAL). The assessor can search the spreadsheet to determine if the CAS number for the
chemical being evaluated is contained within this data. If so, it may be used to assign a level of concern.

The Canc and SAL data are presented in ranges from 1 to 3 where:
1. 3 =carcinogenic or mutagenic
2. 2 =undetermined or equivocal
3. 1 =non-carcinogenic or non-mutagenic

Some chemicals were not evaluated particularly for mutagenicity due to a lack of data and are identified
as ‘nd’ for ‘no data.’

For example, the ISSCAN provides the following information (additional detail excluded for the
purposes of a QCAT review):

ChemName CAS Canc  SAL?™Y?
Vinyl chloride 75-01-4 3 3

Therefore for QCAT, vinyl chloride would be identified as a known carcinogen and known mutagen.

12 SAL = Mutagenicity in Salmonella typhimurium (Ames Test)
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2. European Chemical Agency (ECHA) Classification and Labeling Inventory

The Classification and Labeling Database (C&L Database) is the result of the European Chemical
Agency (ECHA) compiling all of the classification and labeling data submitted during chemical
registration as required under REACH. ECHA made no attempt to review the submittals and there may
be errors within the database. Since there is no incentive for a manufacturer to report a problem for a
chemical if none exists, this database is potentially a good source for hazard data for chemicals that have
been identified as containing some level of concern.

As the C&L Database has not been reviewed, there is less guarantee that chemicals in the database are
correctly evaluated and there may be chemicals with hazard concerns that are not identified. QCAT
users may wish to evaluate the information in this database for any data gaps remaining after evaluating
other Step Il sources. If a chemical is identified as a concern for any of the remaining hazard endpoints,
the results can be used to define the degree of hazard involved. If there are any conflicts between this
database and other Step Il sources, the other sources may be given greater emphasis as this database has
not been peer reviewed or audited.

Access to the C&L database is straightforward. The opening page appears as:

ECHA Somrh 1 ECHA et

EURQOPEAN CHEMICALE AGEMCY Afvanced seanch =

About Us Regulations Addressing Chemicals Information on Chemicals in our Life Support
of Concern Chemicals
ECHA > Informabtion on Chemicals > CBL Inventory HEDEH a3
C&L Inventory

This database contains classificatien and labelling informatien on notified and registered substances received

fram manufacturers and imperters. It also includes the list of harmonised dassifications. The database is  Further information
refreshed regularly with new and updated natifications. However, updated notifications cannot be specifically

flagged because the notifications that are classified in the same way are aggregated for display purposes.

N ) : . . ) n ) More information about CEL Inventory
Classifications derived from joint submissions to the REACH registration process are flagged accordingly. For

more infermation on thess substances, please consult the Registered substances database. Undarstanding the CLP Regulation

Flease note that some of the information on CBL Inwventory may belong to third parties. The use of such CaL Platform
information may therefore require the prior permission of the third party owners. Please consult the Legal

Notice for further information. Q&A on Public CBL Inventory

Video tutoria

Table of harmonised entries in Annex VI to
cp

Registered substances

Legal notice
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w CL Inventory

Hames and numerical identifiers Classification details

Subsiance name:

Conkains

[+

[ S=arch only substances with harmonised dassification and lsbelling

Search operator:

View all substanoss

Fhysical

Health

Envircnmenta

anNn[v]

The QCAT user can search for information in several ways but the recommended method is to insert the
CAS number in the line called ‘Numerical Identifier.” The CAS No. for formaldehyde ’50-00-0°, for
example, is typed into the first box ‘Numerical Identifier’ and the ‘Search’ button is pressed. The

following page appears:

MECHA

EUVRQPEAN CHEMICALS AGEMCY

Smarch the ECHA Website

Advanced search =

About Us Information on

Chemicals

Addressing Chemicals
of Concern

Regulations

ECHA = Information on Chemicals > CEL Inventory

Cé&L Inventory

This databass contzins classification and labelling information on notified and registerad substances received
from manufacturers and imperters. It alse includes the list of harmonised dassifications. The database is
refreshed regularly with new and updated notifications. However, updated notifications cannet be specifically
flagged because the notifications that zre classifizd in the sams way arz aggregated for display purposes.

Classifications derived from joint submissions to the REACH registration process are flagged accordingly. For
mare information on thase substances, please consult the Registered substances database.

Please mote that some of the information on CBL Inventory may beloeng to third parties, The wse of such
information may thersfore require the prior permission of the third party awners. Please consult the Legal
Natice for further information,

Chemicals in our Life

Support

HOOEA 1w

Further information

More information about CEL Inventory

Understanding the CLP Regulation
C&L PMatform
Q&4 on Public CEL Inventory

Video tutoria

Table of harmonised entries in Annex VI to
cLp

Registersd substances
Legal notice
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» CL Inventory

Searched for: "50-00-0°
(£) trans-3,3-dimethyl-5-( 2,2, 3-trimethyl-cyclopent-3-en-1-yl)-pent-4-en-2-ol 411-560-3 107898-54-4 | 603-150-00-0 O»
formaldehyde ... % 200-001-8 S0-00-0 605-001-00-5
reaction mass of; 5-(2-cyano-d-nitrophenylazo }-2-(2-( 2-hydroxyethoxy jethylaminoe)-4-methyl-6- 428-760-5 &08-050-00-0
phenylaminonicotinonitrile
5-( 2-cyane-d-nitrephenylazo)-6-( 2- [ 2-hydroxyethoxy}ethylamine ) -4 -methyl-2-
phenylaminonicotinonitrile
(2R.35)-N-{3-amino-2-hydroxy-d-phenylbutyl}-N-isobutyl-d-nitrobenzenesulfonamide 425-260-6 616~-150-00-0 O
hydrochloride
Distillates (petroleum), light paraffinic 265-051-5 54741-50-0 | 649-050-00-0 O»
Unrefined or mildly refined baseoil
[A eemplex combination of hydrecarbons produced by vacuum distillation of the residuum from
atmospheric distillation of crude oil. It consists of hydrocarbons having carbon numbers
predominantly in the range of C15 through C30 and produces a finished oil with & viscosity of less
than 100 SUS at 100 oF (19¢St at 40 oC). It contains a relatively large propertion of saturated
aliphatic hydrocarbens normally present in this distillation range of crude oil.]
sodium 2-[2-[ 2-(dodecyloxy)ethoxy]ethoxy Jethyl sulphate 236-091-0 13150-00-0 O
Coffee, Coffea arabica, ext. 283-4B1-1 B4650-00-0 O
Showing 7 resulls.

Export search results to: XLs C5V

All of the entries that contain *50-00-0" are displayed. Clicking on the blue ‘formaldehyde....%’ leads
to the following:
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- An agency of the European Union Document library | Mews and Events | Press | Contact |English {=n)

Search the ECHA Website

EURGPEAN CHEMICALE AGEMEY -

Advanced search =

About Us Regulations Addressing Chemicals Information on Chemicals in our Life Support
of Concern Chemicals

ECHA > Substance Information = Formaldeiyde EEHH 1

Substance information

Infocards are automatically generated based on industry data. What is an infocard?

RES
Formaldehyde
| Other names: Regulatory process names [3] IUPAC names [16] qﬂ m
)
Substance identity Hazard classification & labelling Properties of concern
EC / List no.: 200-001-8
€53 c)(s

CAS no.: 50-00-0

Dangeri According to the harmonised dlassification and labelling

[ATPOS) approved by the European Union, this substance is toxic if Important to know

:\-.rallu'.verjl, 3 t.ux!*c-.lnh{:\clin‘;act with skin, causes .severe Slcll'ld huFrns arld aye Substance included in the Commurity

2mage, s toxic if inhaled, may causs cancer, s suspectad of causing Rolling Action Plan (CaRAR).
O C H genetic defects and may cause an allergic skin reaction.
2 Additionally, the classification provided by companies te ECHA in REACH
How t it safel

registrations identifizs that this substance is fatal if inhaled, causes 0 use it sately

damage to organs, causes sericus eye damage and is suspected of ECHA has no data from registration

causing cancer. dossiers on the precautionary measures

for using this substance.

About this substance Guidance on the safe use of the

substance provided by manufacturers

This substance is manufactured and/or imported in the Eurcpean Ecenomic Area in 1 000 000+ tonnes per . ~
and importers of this substance.

year,

This substance is used in the following preducts: adhesives and s=alants, polymers, coating preducts,
laboratery chemicals, cesmetics and personal care products and washing & cleaning preducts.

This substance is used in the following areas: formulation of mixtures and/or re-packaging and building &
construction work. This substance is used for the manufacture of: chemicals, plastic preducts, textile,
leather or fur, pulp, paper and paper products, mineral products (&.g. plasters, cement) and rubber
products,

Release to the envirenment of this substance is likely to occur from industrial use: formulation of mixtures,
formulation in materials, in the production of articdles and as processing zid. Other release to the
envirenment of this substance is likely to occur from: indoor use {e.9. machine wash liquids/detergents,
autometive care products, paints and coating or adhesives, fragrances and air fresheners) and cutdoor
use.

This substance can be found in products with material based on: wood (2.9, floors, furniture, toys) and

plastic {e.g. food packaging and storage, toys, mobile phones).
anout INFOCAAD - Last Lpoataa: 23/04/2016

Regulations and regulatory activities
Thiz substance has been found in the following regulatory activities:

EFR CLP

» Active substances potential candidates for substitution - previous » CBL Inventory
consultation . - . . . .
* Harmonisad <lassification and labelling - previous consultation
» Biocidal Active Substances . . X
» Opinions of the Committee for Risk Assessment on proposals for
harmaonised classification and labelling

» Registry of submitted Harmeonised Classification and Labelling intentions

ESR REACH

» EC Inventory » BPC opinions on active substance approval
* PACT list of substances

» Pre-Registration process

» Registration dossier

This page summarizes all the information currently available on formaldehyde in Europe. The
information that is most useful to a QCAT assessor is ‘C&L Inventory’ (red arrow). Clicking on this
link causes the following to appear:
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Summary of Classification and Labelling

Harmonised classification - Annex VI of Regulation (EC) No 127272008 (CLP Regulation)

b 4
General Information

Index Number EC Number CAS Number

603-001-00-3 200-001-8 30-00-0 formaldehyde ... %

ATP Inserted / Updated: CLPOD/ATROS &
CLP Clz=zsification [Tzble 3.1)

Signal Words Pictograms

&

Health hazard

Danger

Skull and crossbanes

DSD Classification (Table 3.2)

L

Classification Risk Phrases Safety Phrases Indication of danger

Carc. Cat. 2; R45 23f24/25

Muta. Cat. 3; RES 34 a5

T: R23/24/25 43 5 T
C; R34 45 -

R43 |

International Chemical Identification

Specific Concentration limits, Notes
M-Factors

Skin Sens. 1; H217: C = 0,2%
Eye Irrit. 23 H319: 5% = C =
23%

STOT SE 3; H333: C = 5%
Skin Irrit. 2; H315: 5% £ C <
23%

Skin Corr. 1B; H314: C = 25%

Note D
Note B

Classification Labelling
Hazard Claxss and Category Hazard Statement Hazard Statement | Supplementary Hazard Statement | Pictograms, Signal Word
Code{s) Cod=(s) Code={s) Cod=(=) Code(s)

Acuts Tox, 3 % H301 Hz01 GH506

N - . - GH508

Acute Tox. 3 H311 Hz11 GHS05

Skin Corr. 1B H214 Hz14 Dgr

Skin Sens. 1 H317 H317

Aoure Tow, 3 7 H331 H331

Muta. 2 H341 H241

Carc. 1B H350 H250

Corrozion

Concentration Limits
Concentration Classification
C=25% T: R23/24/25
5% = C<25% ¥n; R20/21/22

Cz25% C; R34
5% sC<25% Xiz R36/37/28

Cz02% R4z

Much of the information on this page can be used to help assign a level of concern. The assessor can
use the “hazard Class & Category Codes’ (black box), the Hazard Statement Codes (red box), the
Classification (green box) or the Risk Phrases (blue box), all of which can be found in Appendix 8. As

these various codes are all related, the results should agree for all.

Not all chemicals have undergone such a detailed assessment. The assessor may have to be content with
specific registration dossiers provided to the European Chemicals Agency as required by REACH. For
example, the perfluorinated compound, perfluorohexanoic acid, was typed into the substance name. The

search yielded the following:
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- An agency of the Eurcpean Union Document library | MNews and Events | Pre=s | Contact |English {en)

(, E C H A Search the ECHA Website

EVROPEAN CHEMICALS AGENCY Advanced search =

About Us Regulations Addressing Chemicals Information on Chemicals in our Life Support
of Concern Chemicals

ECHA > Information on Chemicals = CEL Inventory ﬂuﬂn 1a

Cé&L Inventory

This datzbase contains classification and labelling informatien on notified and registered substances received

from manufacturers and importers. It also includes the list of harmonised dassifications. The database s Further information
refreshed regulzrly with new and wpdated notifications. However, updated notifications cannot be specifically

flagged because the notifications that are classified in the same way are aggregated for display purposes.

More information about CEL Inventory
Classifications derived from joint submissions to the REACH registration process are flagged accordingly. For '

miore information on these substances, please consult the Registered substances database, » Understanding the CLP Regulation

Please note that some of the information on CRL Inventory may belang to third parties. The use of such 3 C&L Platform

information may therefore require the prior permission of the third owners. Please consult the Lega/ )
Notice for Furth:r '|n1"|:|rrnatir::nn.l:I PrerEs pary = Q&4 on Public CBL Inventory

Video tutoria

Table of harmonised entries in Annex VI to
cip

} Registered substances

» Legal notice
» CL Inventory
Searched for: "perfluorchexancic acid' {Contains)
Mame EC no. CAS no. Index ne, ©
3,53,6-Trichloeroperflugrchexanaoic acid 2106-54-8 (3.
Showing 1 result.
Export search results to: XS CcsvW

The only compound to show was not the correct one but a trichloro related compound. In this instance,
it would be appropriate to conduct another search using the correct CAS No. to see if the correct
compound is shown. For the purposes of this example, however, the trichlorinated compound was
selected and the following page appeared:
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- An agency of the Eurcpean Union Document library | Mews and Events | Press

HECHA

EUROPEAN CHEMICALE AGENCY

Contact |English {=n}

Advanced s=an

Substance information

Infocards are autematically generated based on industry data, What is an infocard?

About Us Regulations Addressing Chemicals Information on Chemicals in our Life
of Concern Chemicals
ECHA > Substance Information = 3.5,6-Trichloroperfluorohexanoic acid

Support

f|wls]a]+)

3,5,6-Trichloroperfluorohexanoic acid

[Other names: IUPAC names [2]

Substance identity Hazard classification & labelling

EC / List mo.: -

CAS no.; 2106-54-9 @

Maol. formula: - Danger! According to the classification provided by companies to ECHA in
CLP notifications this substance causes severe skin bums and ey=
damage.

about TNFOCARD

Eegulations and regulatorv activities
This substance has been found in the follewing regulatory activities:

CLP

» CEL Inventory

Less is known about this chemical compared with formaldehyde. Clicking on the ‘C&L Inventory,’ lead

to:

Summary of Classification and Labelling

.. Motified classification and labelling

General Information

EC EC Name CAS
Mumber MNumber
o
2106-34-9

Notified classification and labelling according te CLP criteria

MNumber of Aggregated Motifications: 1

Classification Labelling Specific Motes  Classification Additional Number  Joint
Concentration affected by Motified of Entries
c:::::d Hazard Hazard Elpl:ll;f::mw Pictograms,  limits, M-Factors Impurities /  Information  Motifiers  «
Statement =~ Statement Signal Ward Additives & @

Category Statement Code I

Coda(s) Code(s) Code(s) (=) Code(s)
Skin Corr. GHS505 State/Form
iB Ha1s H312 Dgr IUPAC Names 1

Close Window
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Skin Corrosivity, not used in QCAT, is the only concern identified for this chemical. One limitation on
the REACH system is that it is not clear whether the chemical was subjected to a wide battery of tests
and this was the only concern identified or if the compound was not tested for the other hazard
endpoints. Legislation like REACH requires only limited testing for chemicals used in small amounts.
More testing is required as the amounts created or imported into the European Union increase.
Regardless this source provided no data that could be used in a QCAT.

If there are any questions about the source of the information, the column at the end provides more
information on the chemical. This information is unlikely to be of interest to the standard QCAT user
but is available if any questions arise.

3. European Union Risk Assessments (EU RAS)

Before REACH became the primary chemical legislation in the European Union, the European
Commission maintained a list of 141 chemicals that have undergone or are undergoing the risk
assessment process. Many of these reports can be found in the Classification and Labeling Database.
ECHA has created a separate website where these EU RASs are made available. Using the link provided
in the QCAT Checklist, the following page appears:

MECHA Sy

EURQPEAN CHEMICALSE AGEMNCY Advanced search =

About Us Addressing Chemicals Information on

of Concern Chemicals

Regulations Chemicals in our Life Support

ECHA = Information on Chemicals > Information from the Existing Substances Regulation (ESR £ [w]&]=]+ 0

Information from the Existing Substances Regulation (ESR)

Before REACH entered inta force, chemicals were regulated by & number of different regulations and directives, The Coundl Regulation (EEC) Mo 793/93 -- zlso known as the Existing
Substances Regulation (ESR) — was one of these, It intreduced = comprehensive framewark for the evaluation and control of "existing substances" [zubstances on the markst before
1582).

The ESR stated that the Commission, in consultation with the Member States, would regularly draw up lists of priority substances which require immediate attention because of their
potential effects to human health or the environment. Between 1954 and 2007 (the entry into force of REACH), four such pricrity lists were published, with a total of 141 substances.

The table gives a complete overview on the risk assessments performed by the Member States for each of the 141 substances |is:y':he four pricrity lists.

Showing 1 - 50 of 141 results. Items per Page 50 ﬂ Page |1 ﬂ ol 3 First Previous | Next p | Last p]
MName :cunhei 2 E:Smber ::tultv Summary m;:::ﬂ Addendum ::ecugmmendahuns

report
Edetic acid 200-445%-4  50-00-4 1 & = = Details
Aniline 200-535-3 = 62-53-3 1 e A A Details
Terrasodium echylznediaminstetrazcetate 200-573-9 | 64-02-8 1 k= = = Details
Chloroform 200-663-8 = R7-66-3 2 = A Details
Propan-1-ol 200-745-% | 71-23-8 2 = = Details
Benzene 200-753-7 71-43-2 1 = - - Details
Aretonitrile 200-835-2 | 75-05-8 i A = = Details
Chlorodiflusromethane 200-871-%  75-43-6 2 = A~ A~ Details
Al mebnaal 1 ‘o L i A T O b | JE.E o b | WP |
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If a risk assessment has been completed for a chemical of interest, additional data reviewed during the
process by experts in the various toxicity criteria and the conclusions reached may prove useful in filling
any remaining data gaps. The QCAT assessor can display all 141 documents by changing the ‘Items per
Page’ (red arrow above) from ‘50 shown to ‘200°. Once the page has refreshed, the user may search
using the CAS number for the chemical under evaluation to determine if an EU RA has been done.
Note: Striking the ‘Ctrl’ and ‘F’ keys simultaneously will bring up the ‘Find’ function into which you
may enter the CAS number. If you use the ‘Search the ECHA website’ function shown in the figure
above, you will be searching outside this area.

The EU uses a standardized format for all risk assessments, which makes access to information easier.
The following is a page from the EU RA for trichloroethylene, which demonstrates the overall structure:

4 HUMANHEALTH e 85
4.1 HUMAN HEAL TH 0T T T ettt e 85
41.1 Exposure assessment ... e 85
4.1.1.1 General diSClsSIom ... c.oe oo e e 85
4.1.1.2 Occnpational SXPOSTEE. ..o eeeceeseeoee e e BS
41.1.21 Manufacture of trichloroethylene e B8
41.1.2.2 Fecycling trichloroethylene ... 88
41.1.23 Metal cleaming ..o 88
41124 Adhesives ... 21
4.1.1.25 Use as an intermediate ... 2
41126 SUIIMIAT. .eoviiiieeia e e e e 93
4113 Consiuner XPOSIHE .o ee coeemeeseemee et eseeecmesmes e e 95
41.13.1 Exposure to trichloroethylene from cloth cleaning ... 95
4.1.1.4 Humans exposed via the envITonment ... ... s 96
4115 Combinted EXPOSIME ..ot eceeeeem e em s e eoea eecees cemsae e e st ne s e e eneee a7
4.1.2 Effects assessment: hazard identification and dose (concentration) - response (effect)
ASSEFEITIBIIL ... oo e e n oo m e emes e e e em e et e eae e nn ernan
4.1.2.1 Toxicolanetics, metabolism and distribution
41211 Studiesinamimals .
41.2.1.2 Studies in DIIIAIS oo et e
41.21.3 Summary of tomicolimetios e e e
4122 ACIHe BOMICIEF oot e emeesrem s e e m s oo
41221 Studiesin animals.
41.222 Studies m MEMATS ..o e
41223 Sunmmary of acute toxicity
4123 TITIRRIOIN . eoeimee et e saem e et e e e

41.23.1 Studies m ammals
41.232 Stucdies i IIIANG ..o e s
41.233 Summary of skin and eye iritation
4124 COMTOSIVITY coome et et e e coem s e e et es e

41.252 Studies i MEIANS ..o e
41.253 Summary of SEnSISAtIOn. ... oo e
4126 Repeated dose tomicity ...
4.1.26.1 Studies in ammALS ..o e
41.25.2 Studies m MImans ...
41.263 Summary of effects of repeated exposure ...
4127 Mubagemieity . oo
41271 Invifre SIS ...
4.1.2.72 Droscphila
41.273 Invive tests

412

-
[
E.
;

d
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The Risk Assessment Report (RAR) includes an evaluation of human health and environmental toxicity
including many of the QCAT criteria including:

e Biodegradation e Mutagenicity
e Bioaccumulation e Carcinogenicity
e Aquatic toxicity e Reproductive toxicity

e Acute mammalian toxicity

At the end of each toxicity criteria, the RAR typically either selects a value culled from the scientific
data or reaches a conclusion, which may be useful to the QCAT process.

Chapter 4 deals with mammalian toxicity and includes a number of hazard criteria of interest. At the end
of each section, the RAR summarizes what can be learned from the evaluation. Information in these
summary sections may be useful when assigning a level of concern for specific hazard endpoints.

For example, Section 4.1.2.8 deals with carcinogenicity and subsection 4.1.2.8.3 ‘Summary of
carcinogenicity studies’ sSummarizes carcinogenicity conclusions that can be obtained from the previous
discussions. Continuing with trichloroethylene as an example, the following information was copied
from the end of the RAR section on carcinogenicity (page 231):

CHAPTER 4. HUMAN HEALTH

in support of category 1. underlined the evidence for kidney tumours in humans and the
consistency with the 5-(1.2-dichlorovinyl}-L-cysteine (DCVC) metabolic pathway and the
observation of a different spectrum of somatic mutations in kidney tumours of trichloroethylene-
exposed compared to unexposed patients.

A clear majority of the Specialised Experts recommended that classification of tnichloroethylene
as a category 2 carcinogen is warranted, based on evidence in one animal species. namely
tumours in the rat kidnev, supported by epidemiological data showing an association between
exposure and kidney tumours and non-Hodghkin's lymphoma in humans. Some Specialised
Experts stated that genotoxicity and metabolic/biochemical findings added to their concern. One
expert maintained that category 1 was appropriate, one preferred category 3 but accepted the
majority view.

The summary information like ‘A clear majority of the Specialised Experts recommended that
classification of trichloroethylene as a category 2 carcinogen is warranted...”’ can be used by the
assessor to identify a level of concern.

Unlike the sources in Step I, more searching is needed to determine the conclusions reached by the
experts and reported in the RAR. In some instances, no distinct conclusion was reached. It is not
expected that any of the details in the RAR would be used for the purposes of the QCAT if no
conclusion was reached. Where such information is found, however, it may be useful in filling any data
gaps which exist after a review using Step | sources. The QCAT review is limited to this level of review.
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4. Registry of Toxic Effects of Chemical Substances (RTECS)

RTECS contains data on several toxicity endpoints, which may be of interest to a GS® evaluation.
However, many endpoints require technical expertise to evaluate prior to including in a safer chemical
alternatives assessment. For the purposes of the QCAT, the acute mammalian toxicity (LDso and LCso
inhalation, dermal and oral data only) and tumorigenic/carcinogenicity data may prove useful.

RTECS is available from several sources and Ecology obtains access to the data through the Canadian
Centre for Occupational Health and Safety (CCOHS). Other sources contain the same information. As
an example, the CCOHS search page appears as follows:

Canadian Centre for Occupational Centre canadien d'hygiene et de 1=l
I*I Heslth and Safety sécurité au travail Cﬂ[]ada
=N - (SEARTE
ccms @ Francais | Contact Us SEARCH Canada.ca

ORI <" 1" Service | Products & Services | OSH Answers | _Education |
Health & Safety Resource m E-News 0OS5H Events Resources Shop@CCOHS

} CCOHS Home b Web Information Service
RTECS® Search
Search:

Web Information Service You must have an annual subscription to view the records that result from

gﬁ?g ";:jiﬁf”mm this search. Not yet a subscriber?? Please contact CCOHS Client Services.

RTECSE®
OSH References
Canadian enviroOSH

Legislation

——cceeeee B R L T

Examples: "mathyl ethyl ketone”
108-88-3

Academic Support
Program

DOther Languages
Recherche RTECS
Bisgueda Espanol

Collection Information Advanced Search:

More about: RTECS
RTECS

64742%

Guide to the RTECS
Database

Typing in the CAS No. for formaldehyde (50-00-0), leads to the following (Note: you may be
required to enter a password at this point showing you have paid for access to the data):
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=

Canadian Centre for Gocupational Health and Safety b CCOHS Home b Web Information Service b RTECS P Search Results

jz0-000 [FSEARCHT Hewe (@  Results per page:

> Searched RTECS for 50-00-0: & Help - Search Results
::::,"s I RTECS I
RTECS » Results summary from RTECS:

1in RTECS

Score 7 Chemical Name CAS Registry Number Database

=11 E G IV to place selections in Marked Records folder for printing and saving

O 1.00 Formaldehyde 50-00-0 L SYN |

R MW to place selections in Marked Records folder for printing and saving

Advanced Searches
MSDS | CHEMINFO | CHEMpendium | DSL/NDSL | HSDB | RIECS | OSH References

Clicking on ‘Formaldehyde’ leads to the actual data:

= =
Mark Show Show Field Back to
Record Term(s) Contents Help Results

Canadian Centre for Occupational Health and Safet
r—\
RTE Cs Registry of Toxic Effects of Chemical Substances®

CCOHS

Data Source: BIOVIA

Record Contents

Format: |All Sections v
v Chemical Identification
[+ Skin/Eye Irritation Data
[  Acute Toxicity Data
[+ Other Multiple Dose Toxicity Data
E Tumeorigenic Data
[+ Reproductive Data
[+ Mutstion Data
E Reviews
[+ U.S. Standards and Regulations
E Occupational Exposure Limits
[+ NIOSH Standards Development and Surveillance Datz
[+ Status in U.S.
REFRESH RECORD

This page indicates that data for acute toxicity, tumorigenic, reproductive and mutation data are
available. Not all this data may be easily interpreted and may not be applicable to a QCAT. Clicking on
‘Acute Toxicity Data’ directs the assessor to this actual data. Much of the available data is not useful to
the assessor as there are no criteria in Appendix 8 that can be used to interpret many of the endpoints
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used. Appendix 8, however, does include information on how to assess LDso, the dose that will kill 50%
of the population. The following are examples of LDso data from RTECS:

Acute Mammalian Toxicity:

ACUTE TOXICITY DATA

Type of Test Route of  Species Dose

Exposure Observed Data Toxic Effects Reference
LD50f Lethal dose, Oral Rodent - rat 100 Details of toxic effects FCTOD7 Food and Chemical
50 percent kill mg/kg  not reported other than  Toxicology. (Pergamon Press Inc.,
lethal dose value Maxwell House, Fairview Park,

Elmsford, NY 10523) V.20- 1982-
Volume(issue)/page/year:

26,447,1988
Lethal Inhalation  Rodent - rat 203 Peripheral Nerve and ~ GTPZAB GigienaTruda i
concentration, 50 mg/m3  Sensation - spastic Professional’'nyeZabolevaniya.
percent kill paralysis with or Labor Hygiene and Occupational
without sensory Diseases. (V/O
change Behavioral - MezhdunarodnayaKniga, 113095

convulsions or effect ~ Moscow, USSR) V.1-36, 1957-

on seizure threshold 1992. For publisher information,

Behavioral - see MTPEEI

excitement Volume(issue)/page/year:
18(2),55,1974

The RTECS acute toxicity dose data can be compared with the ranges in Appendix 8 and can be used to
complete a QCAT evaluation for Acute Mammalian Toxicity.

Other data in RTECS may also be useful. For example, RTECS contains the following information for
tumorigenic toxicity:

Tumorigenic/Carcinogenicity:

TUMORIGENIC DATA

P REMIBEF | SJgeis Dose Data Toxic Effects Reference
Test Exposure Observed
TDLo - Oral Rodent- 109 Tumorigenic - TIHEEC Toxicology and Industrial
Lowest rat gm/kg/2Y carcinogenic by Health. (Princeton Scientific Pub. Co.,
published (continuous) | RTECS criteria®® POB 2155, Princeton, NJ 08540) V.1-
toxic dose Gastrointestinal - tumors 1985- VVolume(issue)/page/year:
Blood - leukemia 5,699,1989
etc.....

13 Emphasis added to show reviewer what information to use for making determination.
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Although ‘RTECS criteria’ are not specifically called out in Appendix 8, it does meet the requirement of
“Strong Evidence of Carcinogencity’ and could be used to classify formaldehyde if other data sources
were not already available. The determination of whether or not a chemical is determined as
tumorigenic/carcinogenic using the data that meets the RTECS criteria may prove useful in completing a
QCAT evaluation.

5. Hazardous Substances Databank (HSDB)

The HSDB contains considerable information on the toxicity of specific chemicals. This includes
excerpts from specific sources and detailed information on the specific chemical impacts. HSDB also
displays specific toxicity results, which have undergone technical review and conclusions on certain
toxicity criteria, which will be of use in a QCAT evaluation. The three primary toxicity criteria of
interest are acute mammalian toxicity, acute aquatic toxicity, and carcinogenicity. Information may be
available on other toxicity criteria included in the QCAT; however, these data vary widely from
chemical to chemical and should be used with caution.

The following is HSDB’s initial page:

U.S. National TOXICOLOGY
NI Usermnacne TOXNET moceiesine

Mobile Help FAQs TOXNET Fact Sheet  Training Manual & Schedule

TOXNET Home > HSDB &4 share
H S D B Hazardous Substances Data Bank (HSDB)
i % A TOXNET DATABASE
SEARCH HSDB BROWSE HSDB ADVANCED SEARCH Support

- Resources
e.g. benzene, endocrine disruptor Help
Fact Sheet

Sample Record

Recent Updates

HSDB Scientific Review Panel
List of Chemicals in HSDB
TOXNET FAQ

Search Term singular/plural E| Records with | all of the words D Include Synonyms and CAS
Numbers in Search

Contact Us
About HSDB Did you know Email: tehip@teh_nlm nih gov
Telephone: (301) 496-1131

What is HSDB? @ How do | leasellicense the TOXNET (Fave (EID AR

HSDB is a toxicology database that focuses on the databases?
toxicology of potentially hazardous chemicals. It

provides information on human exposure, industrial The following TOXNET databases are available for

hygiene, emergency handling procedures, lease: ChemlDplus, DIRLINE, CCRIS, GENE-TOX,
environmental fate, regulatory requirements, HSDB, and TOXLINE Environmental

terial d related . The inf tion i i e
:aan?;ninemra\ s,nan iy ed :[enai - j:‘n ?:m:f IT < For further information visit Leasing Data from the Health & Toxicolog

As an example, the CAS number for formaldehyde (50-00-0) is entered into the ‘Search HSDB’ and the
‘Search’ button pressed.
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Search Term

Sort By Relevance

NAME

HSDB SEARCH RESULTS

50-00-0

singular/plural IZI

528 items found for '50-00-0 .

=]

1. FORMALDEHYDE
50-00-0

2. PARAFORMALDEHYDE
30525-89-4

3. 1,3,5-TRIOXANE
110-88-3

The following 527 records contain one or more of the req

4. TETRAMETHYLOLPHO SPHONIUM CHLORIDE
124-64-1

BROWSE HSDB

all of the words IZI

ADVANCED SEARCH

Include Synonyms and CAS Numbers in
Search

Records with

Download Records | Search Details | History | My List

Items Per Page 10 E| Page 1 |of 53 « Prev | Next»

ADD TO MY LIST

The following is the primary record for the chemical. All of the query terms were found.

|22 Select Record

d chemical

(s) and all of the query terms anywhere in the record.

22 Select Record

[0 Select Record

24 Select Record

Clicking on the blue ‘Formaldehyde’ takes the assessor directly to available data in the HSDB.

View record in another database: HSDB

TABLE OF CONTENTS

Clear Expand all
Collapse all

Closest Match to Search Terms

Full Record

4 Human Health Effects

4/ Emergency Medical Treatment

4/ Animal Toxicity Studies

4+ Metabolism/ Pharmacokinetics

+ Pharmacology

4/ Environmental Fate & Fxposure

4+ Environmental Standards &

Requlations

4+ Chemical/Physical Properties

+ Chemical Safety & Handling

4/ Occupational Exposure Standards

4+ Manufacturing/Use Information

4 Laboratory Methods

+ Special References

#+ Synonyms and Identifiers

4/ Administrative Information

Show Selected ltems

3aIH o1 Moo [

HSDB FORMALDEHYDE CASRN: 50-00-0 This record appears in multiple databases.

E| 1§ Download this Record @ Print [ Select Record B My List & Permalink
FORMALDEHYDE
CASRN: 50-00-0
O
H H

FULL RECORD DISPLAY
Displays all fields in the record.
For other data, click on the Table of Contents

Human Health Effects:

Evidence for Carcinogenicity:

Evaluation: There is sufficient evidence in humans for the carcinogenicity of formaldehyde . There is sufficient
evidence in experimental animals for the carcinogenicity of formaldehyde. Overall evaluation: Formaldehyde is

carcinogenic to humans (Group 1)
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Clicking on the blue ‘Human Health Effects’ line on the left identifies human health data, a portion of
which is shown below:

Evidence for Carcinogenicity:

Evaluation: There is sufficient evidence in humans for the carcinogenicity of formaldehyde . There is sufficient
evidence in experimental animals for the carcinogenicity of formaldehyde . Cverall evaluation: Formaldehyde is
carcinogenic to humans (Group 1).
[IARC. Monographs on the Evaluation of the Carcinogenic Risk of Chemicals to Man. Vol 88 Summary of Data
Reported and Evaluation. (Last updated: September 7, 2004). Available from, as of June 22, 2006:
http://monographs.iarc. fifENG/Monographs/vol88/volume88. pdf ™PEER REVIEWED™

Cancer Classification: Group B1 Probable Human Carcinogen
[USEPA Office of Pesticide Programs, Health Effects Division, Science Information Management Branch:
"Chemicals Evaluated for Carcinogenic Potential” (April 2008)] *QC REVIEWED*™

CLASSIFICATION: B1; probable human carcinogen. BASIS FOR CLASSIFICATION: Based on limited evidence in
humans, and sufficient evidence in animals. Human data include nine studies that show statistically significant
associations between site-specific respiratory neoplasms and exposure to formaldehyde or formaldehyde-
containing products. An increased incidence of nasal squamous cell carcinomas was observed in long-term inhalation
studies in rats and in mice. The classification is supported by in vitro genotoxicity data and formaldehyde's structural
relationships to other carcinogenic aldehydes such as acetaldehyde. HUMAN CARCINOGENICITY DATA: Limited.
ANIMAL CARCINOGENICITY DATA: Sufficient.

[U.S. Environmental Protection Agency's Integrated Risk Information System (IRIS). Summary on Formaldehyde (50
-00-0). Available from, as of March 15, 2000: http:/fwww_epa.gov/inis/ *PEER REVIEWED**

The Table of Contents on the left displays various pages of the report. Data in three specific pages will
be discussed in the subsequent sections.

Acute Mammalian Toxicity: Under ‘Animal Toxicity Studies’, clicking on ‘Non-Human Toxicity
Values’ provides acute mammalian toxicity values of interest for the QCAT evaluation:

Non-Human Toxicity Values:
LOE0 Rat oral 100 ma/kag F/SRP: percent solution not specified!

[Lewis, R.J. Sr. (ed) Sax's Dangerous Properties of Industrial Materials. 11th Edition. Wiley-Interscience, Wilsy &
Sons, Inc. Hoboken, NJ. 2004, p. 1814] *PEER REVIEWED**
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LDSD Rat {albino) oral 2020 mafkg /From tablel FSREP: percent solution not specified!

[Bingham, E.; Cohrssen, B.; Powell, C.H_; Patty's Toxicology Volumes 1-9 5th ed. John Wiley & Sons. New York,
N.Y. (2001)., p. 5:967] *PEER REVIEWED™

LD5D Rat oral 800 mo/kg from tablel
[Bingham, E.; Cohrssen, B.; Powell, C_H.; Patty's Toxicology Volumes 1-9 5th ed. John Wiley & Sons. Mew York,
N.Y. (2001)., p. 5:967] **PEER REVIEWED**
LCED Rat inhalation 0.82 magfL (1/2 hour)
[Tomlin, C.D.5. (ed.). The Pesticide Manual - World Compendium. 10th ed. Sumey, UK: The British Crop Protection
Council, 1994, p. 525] **PEER REVIEWED**

Note: This screen capture presents only a portion of the data available and is representative of what the HSDB contains. Data
may also be present in HSDB for routes of exposure not used in QCAT. The assessor should only use data for the routes
identified in Appendix 8.

For the purposes of the QCAT, the LCso and LDsp toxicity values provided are compared with the
Technical Criteria in Appendix 8 to determine the level of concern.

Acute aquatic toxicity: Under ‘Animal Toxicity Studies’, clicking on ‘Ecotoxicity values’ provides
acute aquatic toxicity values of interest for the QCAT evaluation:

Ecotoxicity Values:

LCE0; Species: Morone saxatilis/ (Striped bass) larvae; Conditions: static bioassay; Concentration: 10 mg/L for 43-96 hr
[Environmental Canada; Tech Info for Problem Spills: Formaldehyde p 67 (1985)] **FEER REVIEWED™

LCE0; Species: Oncorhynchus mykiss (Rainbow trout) weight 0.63 g; Conditions: static; Concentration: 112 ppm for
26 hr (95% confidence limit: 99.7-140 ppm) /37% Al formulated product/

[USEPRA, Office of Pesticide Programs; Pesticide Ecotoxicity Database (2000) on Formaldehyde (50-00-0). Available
from, as of May 30, 2006: hitp:ffcfpub.epa.goviecotox/quick_guery htm **PEER REVIEWED**

LCA0; Species: Oncorhynchus mykiss (Rainbow trout) weight 0.81 g; Conditions: static; Concentration: =100 ppm for
26 hr 18.8% Al formulated product/
[USEPRA, Office of Pesticide Programs; Pesticide Ecotoxicity Database (2000) on Formaldehyde (50-00-0). Available
from, as of May 30, 2006: hitp:ffcfpub. epa.goviecotox/quick_qguery htm *PEER REVIEWED**
Note: This screen capture presents only a portion of the data available and is representative of what the HSDB contains. In

addition, data in HSDB may also be found in other sources such as EPA’s ECOTOX database. Data in HSDB has undergone
a peer review process and therefore can be assumed to be data conducted as required using best scientific practices.

For the purposes of ecotoxicity review, LCso fish data will be evaluated using the process established
within Washington State’s Dangerous Waste Regulations (WAC 173-303):
‘Fish LCso data must be derived from an exposure period greater than or equal to twenty-four
hours. A hierarchy of species LCso data should be used that includes (in decreasing order of
preference) salmonids, fathead minnows, and other fish species.’
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For other ecotoxicity data, the species with the most data are assumed to be indicative of the chemical’s
toxic effects. This information can be interpreted using the Technical Criteria for Acute Aquatic
Toxicity in Appendix 8 and directly applied to the QCAT ranking criteria.

Carcinogenicity: Where available, the HSDB also provides an assessment of whether or not a chemical
is a known or suspected carcinogen. Much of the information in this assessment is pulled from other
sources used in the Step | analysis and may be duplicative. However, the HSDB does include other
sources that may be useful in a Step Il evaluation. For example, the carcinogenicity information on
formaldehyde appears under ‘Human Health Effects’. Clicking on ‘Evidence for carcinogenicity’
provides the following:

Evidence for Carcinogenicity:

There is sufficient evidence in humans for the carcinogenicity of formaldehyde. Formaldehyde causes cancer of the
nasopharynx and leukasmia. Also, a positive association has been observed between exposure to formaldehyde
and sinonasal cancer. There is sufficient evidence in experimental animals for the carcinogenicity of formaldehyde.
The Working Group was not in full agreement on the evaluation of formaldehyde causing leukaemias in humans,
with a small majority viewing the evidence as sufficient of carcinogenicity and the minority viewing the evidence as
limited. Particularly relevant to the discussions regarding sufficient evidence was a recent study accepted for
publication which, for the first time, reported aneuploidy in blood of exposed workers characteristic of myeloid
leukaemia and myelodysplastic syndromes, with supparting information suggesting a decrease in the major circulating
blood-cell types and in circulating hasmatological precursor cells. The authors and Working Group felt that this study
nesded to be replicated. Formaldehyde is carcinogenic o humans (Group 1).

[IARC. Monographs on the Evaluation of the Carcinogenic Risk of Chemicals to Humans. Geneva: Waorld Health
Organization, International Agency for Research on Cancer, 1972-PRESENT. (Multivolume work). Available at:
http:fmonographs.iarc fifENG/Classification/index_php p. V100F 430 (2012)] =PEER REVIEWED™*

Cancer Classification: Group B1 Probable Human Carcinogen

[USEPA Office of Pesticide Programs, Health Effects Division, Science Information Management Branch:
"Chemicals Evaluated for Carcinogenic Potential" (April 2006)] *PEER REVIEWED**

CLASSIFICATION: B1; probable human carcinogen. BASIS FOR CLASSIFICATION: Based on limited evidence in
humans, and sufficient evidence in animals. Human data include nine studies that show statistically significant
associations betwesn site-specific respiratory neoplasms and exposure to formaldehyde or
formaldehyde-containing products. An increased incidence of nasal sguamous cell carcinomas was obsenved in
long-term inhalation studies in rats and in mice. The classification is supported by in vitro genotoxicity data and
formaldehyde's structural relationships to other carcinogenic aldehydes such as acetaldehyde. HUMAM
CARCINOGENICITY DATA: Limited. ANIMAL CARCINOGEMNICITY DATA: Sufficient.

[U.S. Environmental Protection Agency’s Integrated Risk Information System (IRIS). Summary on Formaldehyde
(50-00-0). Available from, as of December 15, 2014: hitp:/fwww_epa.goviins/ *PEER REVIEWED™

AZ: Suspected human carcinogen.

[American Conference of Governmental Industrial Hygienists. Threshold Limit Values for Chemical Substances and
Physical Agents and Biological Exposure Indices. ACGIH, Cincinnati, OH 2014, p. 32] *PEER REVIEWED*
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Formaldehyde: Known to be a human carcinogen.

[DHHSMational Toxicology Program; Thirteenth Report on Carcinogens: Formaldehyde (50-00-0) (2014). Available
from, as of December 12, 2014: http/ifmip.niehs._nih.gov/pubhealthirocfroc 13findex_html *FEER REVIEWED**

Three out of the five data points identified above are Step | sources although the conclusion from the
American Conference of Governmental Industrial Hygienists TLVS and EPA’s Pesticide Program are
not. These sources were reviewed by experts and deemed worthy for inclusion. Additional sources like
this might prove useful for other chemicals not identified in Step I sources.

Searching HSDB: An easier method for locating information in the HSDB is to click on the complete
record for the chemical being evaluated. This record can then be searched (by pressing the Control key
and ‘F’ simultaneously) to search out pertinent information for each hazard criteria. Ecology has found
the following keywords (or any portion thereof) useful in evaluating data contained in the HSDB:

e Carcinogenicity e Reproduction

e Mutagenicity e Developmental

e Genotoxicity (used to report mutagenicity results)

Other keywords may assist in this process.

For example, the full HSDB record for formaldehyde was searched for reproductive hazards using just
the fragment ‘reprod’ in the Control F method described above. The following information was located:

0.2.15.2 CHRONIC EXPOSURE
) Rllergic contact dermatitis, eczema, and other signs
have been attributed to formaldehyde sensitivity.
0.2.20 REPRCDUCTIVE HRAZARDS

L) [Formaldehyde has not been shown definitely to be
teratogenic in animals. Formaldehyde probably presents
little or no risk as a potential human teratogen.

BE) Menstrual disocrders have been reported in women
occupationally exposed to formaldehyde, but these
results are controversial. In experimental animal
studies, =some effects on spermatocgenesis have been
reported.

) ©Occupational exposure at recommended limits i1s not
thought to present a reproductive risk. Formaldehyde
exposure among female hospital workers did not correlate
with an increase in spontanecus abortion in one study,
but did correlate in another.

1) Low-birthweight children have been reported in female
workers exposed to urea—formaldehyde resin, but studies

are inconclusive. Formaldehyde appears to cross the

placental barrier in mice.
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L)

1)

0.2.21 CARCINCGENICITY
0.2.21.1 IRRC CATEGCRY

IZRC Carcinogenicity Ratings for CAS50-00-0 (IARC
Working Group on the Evaluation of Carcinogenic Risks
to Humans, 2006; IARC Working Group on the Evaluation
of Carcinogenic Risks to Humans, 2007; IARC Working
Group on the Evaluation of Carcinogenic Risks to
Humans, 2010; IARC Working Group on the Evaluation of
Carcinogenic Risks to Humans, 2010a; IARC Working Group
on the Evaluation of Carcinogenic Risks to Humans,
2008; IaRC, 2004):

Not Listed

0.2.21.2 HUMREN OVEEVIEW

Information in this area could be used to fill in the box for reproductive toxicity. Specifically:

e Reproductive toxicity: ‘Menstrual disorders have been reported in women occupationally

This responds to ‘indication of repro/developmental toxicity’ and would qualify as a ‘moderate’ level of

concern.

The same formaldehyde record was searched for information on genotoxicity using the fragment

‘genot’. The following information resulted:

n)

a)

B}

0.2.21.2 ANTMAL OVERVIEW

Zn increased incidence of nasal sguamous cell
carcinomas was observed in long—term inhalation studies
in rats and in mice. The classification of Bl is
further supported by in wvitro oxicity data and
formaldehyde "s structural relationships to other

carcinogenic aldehydes such az acetaldehyde.

0.2.22 GENOTOXICITY

Formaldehyde appears to be mutagenic. The basis for its
genetic actiwvity is its ability to form cross—links in
DNZ and proteins.

Formaldehyde is a potent genotoxin and has been reported
to be active in many short—-term genetic tests, ilncluding
the Ikmes Salmonella assay and other assays for mutation
using bacteria, chromosome aberrations and sister
chromatid exchanges in vitro and in vivo, and many

assays detecting direct effects on DNA.
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exposed...” and ‘... did not correlate with an increase in spontaneous abortion in one study, but
did correlate in another.” and ‘Low-birthweight children have been reported in female

workers.... but studies are inconclusive... appears to cross the placental barrier in mice.’




This information indicates that formaldehyde has a ‘high’ level of concern for

mutagenicity/genotoxicity. Specifically:

o ‘Formaldehyde appears to be mutagenic.’

e Formaldehyde is a potent genotoxin and has been reported to be active in many short-term genetic
tests....’

By conducting searches like this, the full HSDB record can be evaluated and information pertinent to
assessing specific hazard endpoints can be located. Information may be embedded in the full record and
may not be obvious. It is important to remember that this data would only be necessary if
mutagenicity/genotoxicity or reproductive toxicity are not covered by a Step | authoritative source.

6. United Nations Environmental Program Safety Information Datasheets (UNEP SIDS)
The UNEP SIDS are made available through the Organization for Economic Cooperation and

Development (OECD) Existing Chemicals Database. Clicking on the link in the QCAT Checklist,
presents the following page:

&)) OECD

BETTER POLICIES FOR BETTER LIVES

OECD Existing Chemicals Database

Click on an item ...

® by Chemical Name: | | @by CAS Number: [50-00-0
> Home @by Sponsor: @by SIDS process Status: @ Searchin:
» Search =<No Criteria> <No Criteria= <No Criteria=
»SIDS contacts Australia » [Cheminal not yet sponsored ICCA Initiative
< Austria Information Gathering & Data Review Mon ICCA Initiative
>
Sponsored chemicals Belgium Preliminary Documents for Written Comments
* Category chemicals BIAC Preliminary Review Completed
* Login Canada ] Cheminal assessment in discussion Sponsored chemicals
> Help gzﬁﬂaﬁ(‘ap“ blic ggﬁm&l?és:iﬁrgsm discussed Mon-spensored chemicals
EEB Publication available —
Eo—— Estonia Provisionally Set Aside =No Criteria=_
L] European Chemicals Agency  |Further Work Underway By HPY chemical only
S Bvarail Stats Eiﬁgfﬁa” Commission By Mon-HPY chemical enly
> All Sponsored Substances France <No Criteria=
* Publications Germany v By target assessments
Greece By non-targeted assessments
Return Rows per page Order by-[Name v
FARCH

Click here for hints about the search

Information has only been included in the database where it has been notified to OECD by Member Countries

@ OECD. All rights reserved. Terms & Conditions | Privacy Policy Contact Us | Site Map | Help/FAQ | MyOECD

The QCAT assessor may search by name or CAS number. As a CAS number is required to use QCAT,
searching by CAS is recommended. Entering the CAS number for formaldehyde (50-00-0) as an
example and hitting the ‘search’ button leads to the following:
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@)) OECD

BETTER POLICIES FOR BETTER LIVES

OECD Existing Chemicals Database

Click on an item ... = Chemical Detailed Results
Sl Identity
> Search Cas Numberis)

Chemical Name

? SIDS contacts Synomyns (Others Chemical names)

> Sponsored chemicals
> Category chemicals

> Login HPY
Recognized Low hazard

> Help Existing Reports

Reports On the ICCA List

See also
> Overall Status Additional Information
> All Sponsored Substances

S SIDS Relevant Information
> Publications

Sponsors

Sponsorship Date

Current Status

Investigated in a Category

Assessment Meeting (SIAM or CoCAM)
CECD Agreed Conclusions

Final Assessment Report

Date Published
Targeted Assessment

CECD-IUCLID Expaort File

Available information on the chemical

50-00-0
Formaldehyde

Information has only been included in the database where it has
been notified to OECD by Member Countries.

Yes

MNo
/,ééhemPortal

Yes

Germany

Draft elaborated by ICCA
022001

Publication available

SIAM 14, 26/03/2002, assessed
™ 50000.pdf
€ s1AR published by UNEP

™ FORMAIL DEHYDE 50000, pdf
102003

No
50000.i52

@& OECD. All rights reserved. Terms & Conditions | Privacy Policy Contact Us | Site Map | Help/FAG | MyOECD

In this example, the link for the UNEP document was broken. However, the report beneath it labeled
‘FORMALDEHYDE 50000.pdf” links to the OECD SIDS, which is a publication of the UNEP.

Like the EU RAs mentioned previously, SIDS often review available data in detail and reach a
conclusion. The QCAT assessor should search for the conclusions to determine if the results may be
useful in conducting a QCAT assessment. For example, the formaldehyde SIDS reviews extensive data
on formaldehyde’s effect on aquatic toxicity. The summary at the end of the session states:

Conclusions on Aquatic effects

Distribution modelling estimates water to be the main target compartment for
formaldehyde. The most sensitive organism in an valid acute aquatic toxicity test was
Daphnia pulex with an EC50 (48 h) of 5.8 mg/I.... ...

The ECso value listed here could be compared against Technical Criteria in Appendix 8 to determine a
acute aquatic toxicity concern for formaldehyde.
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7. Occupational Safety & Health Administration (OSHA) Chemical Database (OCD)

The OCD contains information on the potential exposure concerns related to worker health and safety.
Although the acute toxicity information requires considerable technical expertise, the OCD does identify
chemicals as potential carcinogens. Clicking on the link provided in the QCAT Checklist, this page

appears:

Search by:

Chemical Name (or name fragment):

Q

CAS Number (e.g., 7782-50-5 or #
fragment e.g., 7782-5):

Q

.::::. PELs
(@) Carcinogen Designations
() Skin Designations

() IDLH Values

Wiew

% UNITED STATES

/ DEPARTMENT OF LABOR

For Workers = For Employers ~

News & Publications - En Espaficl

View All Chemicals With:

fvore E—

Occupational Safety & Health Administration AboutOSHA  AtoZindex  ContactUs  FAQs

What's New

Law & Regulations ~ Data & Statistics = Enforcement ~ Training & Education ~

OSHA Occupational Chemical Database

OSHA maintains this chemical database as a convenient reference for the occupational safety and health
community. It compiles information from several government agencies and organizations. Information
available in the report includes:

Physical Properties

Exposure Guidelines

NIOSH Pocket Guide, and

Emergency Response Information, including the DOT Emergency Response Guide.

This database originally was developed by OSHA in cooperation with ERPA.

Mote: You can sort the results by either the chemical name or the CAS number by dicking on the
column heading.

CAS
Chemical Name | # | Formula Synonyms
1,1,1,2-TETRACHLORO-2,2-DIFLUOROETHANE  76-11-9  CCI3CCIF2 2,2-Difluore-1,1,1,2-tetrachloroethane; Freo
112a; Halocarbon 112a; Refrigerant 1123
1,1,1,2-TETRACHLOROETHANE 630- C2H2CH4
20-6
1,1,1-TRICHLOROETHANE 71-55-6 C2H3C3 Chlorothene; 1,1,1-Trichloroethane;
1,1,1-Trichlorcethane (stabilized)
1,1,2,2-TETRACHLORO-1,2-DIFLUCROETHANE  76-12-0 CCl2FCCI2F 1,2-Difluore-1,1,2,2-tetrachloroethane; Freo

Halocarbon 112; Refrigerant 112

The QCAT assessor can search by chemical name or CAS. Entering in the CAS for formaldehyde as an
example, leads to the following page:
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=, UNITED STATES fyOsy Y

DEPARTMENT OF LABOR

Occupational Safety & Health Administration AboutOSHA  AtoZlndex  ContactUs  FAQs
What's New

For Workers ~ For Employers ~ Law & Regulations ~ Data & Statistics -~ Enforcement - Training & Education ~

File a Complaint ispafiol
OSHA 10-Hour Card

Personal Protective Equipment

Whistleblower Protection ’nal Chemical Database

Worker Rights OSHA maintains this chemical database as a convenient reference for the occupational safety and health

Contact Us community. It compiles information from several government agencies and organizations. Information
Jediull vy. available in the report includes:

= Physical Properties
»  Exposure Guidelines
Q ®»  NIOSH Pocket Guide, and
» Emergency Response Information, including the DOT Emergency Response Guide.

Chemical Name (or name fragment):

CAS Number (e.g., 7782-50-5 or # Thi databa <cinall develoned b ) ) ith
fragment e.g., 7782-5): is database originally was developed by OSHA in cooperation with EPA.

50-00-0 Note: You can sort the results by either the chemical name or the CAS number by dicking on the

column heading.

2 results were found for "50-00-0"
View All Chemicals With:

Get
Chemical Name l CAS # l Formula Synonyms Report
(Ty PELs
) . . 3 FORMALDEHYDE 50-00-0 CH2O methanal; Methyl aldehyde;Methylene oxide Get
() Carcinogen Designations
- Report
(") Skin Designations
FORMALIN (as S0-00-0 CH2O Methanal; Methyl aldehyde; Methylene oxide Get
™y IDLH Values
= FORMALDEHYDE) Report

Clicking on the ‘Get Report’ for formaldehyde, leads to the following results:
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UNITED STATES fy oyt ERIEEEEEEY

DEPARTMENT OF LABOR

Occupational Safety & Health Administration AboutOSHA  AtoZindex  ContactUs  FAQs
What's New

For Workers ~ For Employers ~ Law & Regulations ~ Data & Statistics - Enforcement - Training & Education ~

News & Publications ~ En Espaiiol

OSHA Occupational Chemical Database

Chemical FORMALDEHYDE OSHA NIOSH Related Information
Name:
PEL-TWA ppm: 0.75 REL-TWA ppm: 0.016 AIHA Emergency Response
CAS#: 50-00-0 Planning Guidelines -
PEL-TWA mg/m3: NA REL-TWA NA ERPG-1/ERPG-2/ERPG-3:
UN No: 3077 mg/m3: 1 ppm/10 ppm/40 ppm
Formula: CH20 PEL-STEL ppm: 2 REL-STEL ppm: NA
Synonyms: Methanal; Methyl PEL-STEL NA REL-STEL NA
aldehyde; Methylene oxide mg/m3: mg/m3:
PEL-C ppm: Na REL-C ppm: 0.1 /
PEL-C mg/m3: NA REL-C mg/m3: NA Carcinogen Classifications:
Physical Description:  Nearly colorless gas IARC-1, NIOSH-Ca, NTP-R,
with a pungent, Skin Notation: N Skin Notation: N OSHA-Ca, TLV-A2, EPA-B1

suffocating odor.
Motes: SEE 29 CFR 1910.1048 Notes: CARCINOGEN (Ca); 15

BP: _6°F MW: 30.0 MINUTE CEILING
FRZ/MLT: FRZ: VP: »1 atm IDLH ppm: 20
-134°F
IDLH mg/m3: MNA
FP: NA (Gas)  VD: 1.04
IDLH Notes: Ca
Sp. GR: NA IP: 10.88
eV
NIOSH Pocket Guide to Chemical Hazards (Current through June 2006)
LEL: 7.0% UEL: 73%
Formaldehyde CAS: 50-00-0
NFPA Fire  NA NFPA MNA
Rating: Health Formula: HCHO RTECS: LP8925000
Rating: .
Synonyms & Trade Names: Methanal, Methyl aldehyde, Methylene oxide  DOT ID & Guide: NA
NFPA NA NFPA NA E Limits
Reactivity Sp. ! re Limi
Rating: Inst.:

NIOSH REL: NIOSH REL: Ca TWA 0.016 ppm C OSHA PEL: OSHA PEL: [1910.1048] TWA 0.75
0.1 ppm [15-minute] See Appendix A ppm ST 2 ppm

Note: This is an abbreviated capture of the data shown. More data is available although it is likely to be
of minimal use to the QCAT assessor.
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Information of interest is the information in the box labeled ‘Carcinogen Classifications’ (red arrow)
which identifies if there are any carcinogenicity concerns associated with the chemical of interest.
Although much of the information on carcinogenicity for formaldehyde is pulled from sources used in
Step |, additional information on the carcinogenicity classification for chemicals not identified in Step |
sources may prove useful in completing a QCAT evaluation.

8. Danish Ministry of the Environment’s Environmental Protection Agency (Danish
EPA) (Q)SAR Assessment of Chemical Properties of Substances

The Danish EPA has created a database that contains predictions on the potential toxicity of
approximately 166,000 chemicals. The database predicts toxicity for the following criteria of importance
to the QCAT:

e Mutagenicity e Agquatic environment

e Carcinogenicity e Acute human (oral) toxicity

e Reproductive toxicity

For the purposes of the QCAT, the full (Q)SAR database will not be used but a subset of more than
30,000 substances for which GHS classifications have been estimated and are reported in the Danish
Advisory List for Self-Classification. These GHS results are directly comparable to the GHS criteria
included in the Appendix 8 of QCAT.

The link available in the QCAT Checklist leads the assessor to the following page:
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http://eng.mst.dk/topics/chemicals/assessment-of-chemicals/the-advisory-list-for-selfclassification/

The advisory list for self classification of
dangerous substances

Lack of data on hazardous properties of chemicals makes it
difficult for companies to meet their obligations to self classify
the chemicals they import or produce. To address this issue, The
Danish Environmental Protection Agency (DK-EPA) publishes two
lists for self classification of chemical substances™ - with advisory
classifications of more than 30,000 substances.

Since the new regulation for classification and labelling (the CLP-regulation) came into
force, the regulation is in a transitional phase until 2015 where both regulations still
are relevant in certain situations. Therefore both regulations are covered.

How to use the list

The advisory Classifications are based on predictions of dangerous properties of
chemicals from computer models - the so-called (3)5SARs - which has a built-in
uncertainty. Statistical methods estimate that the proposals are correct in approx. 80%
af the cases. Therefore, in relation to self-classification of chemicals. the Danish
Environmental Agency recommends that:

+ |f a substance has an EU-harmonised classification, then this harmonised
classification must be followed and the advisory classification should be neglected.

= All reliable information (test data and other types of information) must be
considered together with the advisory dassifications using a weight of evidence
based approach.

* In those cases where no reliable information is available for a substance, the
advisory classification can be used alone.
It is further strongly recommended to read the additional information on self-
classification and the advisory lists carefully before using the list (see below]).

Search the advisory list for self classification of chemical
substances.

Database where you can search the list of advisory CLP-Classifications.
Excel sheet with advisory CLP-Classifications

Database with advisory classifications according to the old regulation

Excel-sheet with with advisory classifications according to the old requlation.

The QCAT assessor can either search the database or download an excel spreadsheet. There are two
legislations for which this information was created. Both can be reviewed although the data for the CLP
classifications is likely to be the most valuable.

If the assessor clicks on the CLP database link (red arrow above), the following page appears:
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to access the database where you can
search the list of advisory CLP-
classifications

Bdvigory classification

CAS rnumber EIMECS number Health Envirgnment
|50-08-5 | | Ocarez CJacutetoxs [ acutet
Danish name EINECS name [ mutaz Jacutetoxz [ chronict
| | | Orepr2 (acutetoxs [chronicz
v Search Tips Brutto formula Oskinsenst acuteToxs [ chranics
Search
— [ ] Oscinerz
Search Tips

# Bnier information in one or more bowes and pre=s Seardh.
# IIyou wish o make a s=arch ba=sed on more then one oiteria fill in data in two or more: booes.

s Ilyou typ= the beginning of & CAS number sndfor 8 ENECS number, all matters B=girning with
thi= number will app=ar on the list of results. S s exemple: iF e oember 20 s entened in e
EINECS numiber box, only matters with an EINGCS numiber beginning with 20 will b= on the L=k of
Tourd matters.

% IINyou wish [0 smarch for & o=risin number included in a CA%5 or an EINGCS Aurber =g, in e
mithle of the EINGCS mrmber, it is neo=ssary o =nter % and Hhen the number. If you enter %615 in
the ETNECS mumiber b, all mastters induding the number 15 will sppear on the li=t of found
matters.

# [N you enter text in the: Danich reme box, EIMGCS nevme box sndfor Brutio formusds bo, the kst of
re=ults: will show all matters: that indude the ted whether repress=nted in the beginning, the midd=
or the end of the nam=.

* [n Advwisory cassiffcabion you can limitl your s=ardh by checking one or mome boxes.

In this instance, our previous example chemical (formaldehyde) would not work since formaldehyde’s
impacts upon human health and the environment are well documented. However, another chemical,
phenobarbital (CAS 50-06-6) is used as an example and the database searched leading to the following:

Advisory classification

CAS numbeér EINECS number Health Enwirgnment
|50-06-8 [ | Ocare2 OacuteTox: [ acutel
Danish name EINECS name L Mutaz Lacutetexz [ chroniet

| [ | Orepr2 Oacutetoxz [ chronicz

» Search Tips Brutto formula O skinsenst [Hacutetoxs [ chranics

O skinIr2

Thers wa= 1 match for:
CAS mumiter: S0-05-5 -

Search
Resst |

|EAS- riumbers

50-06-6 |[EINECS number: 200-007-0

|Da nish name:;

phencharbital-

|En-gli:h EINECS
mAme;

2,4,6(1H,3H,5H)-Pyrimidinetrione, S-sthyl-5-phenyl-
ya

v 2

|Bru|:l:n- formular:

C12-H12-N2-03

Avd. health-

classification:

Adv. environment-
classification:

Carc? MulaZ Reprd
AcubeToxd

Page 1off 1
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Based upon the predictive capabilities of the models used, phenobarbital is identified (red arrow) as a
Category 2 carcinogen (Carc2), mutagen (Muta2) and reproductive toxicant (Repr2) and a Category 3
acute mammalian toxic (AcuteTox3). These values can be compared against the criteria in Appendix 8
and identified a level of concern for this chemical of concern.

The QCAT assessor may also download an Excel spreadsheet. Using phenobarbital again as an example,
the following information is found:

Advisory CI
Danish Env

Further infarmation:
Publication date:

CASN CAS CLP vejledende klassificering
50044 50-04-4 | |Repr? AcuteToxd |
50066 50-06-6 Carc2 Muta2 ReprZ AcuteTox3
50077 50-07-7 Carc2 Muta2 ReprZ AcuteTox2
Chnan OO 0 0O Mot m T

Column 7 of the spreadsheet contains the hazard assessment results, which agree with the information
provided in the database. The spreadsheet indicates there are 33,835 chemicals in the database so, for
those chemicals lacking important data, this database might help fill in many datagaps.

9. Ecological Toxicity (ECOTOX) Database

ECOTOX is a major source of ecological toxicity information. However, unlike many of the previous
sources, EPA does not conduct detailed technical review of all of the information included in ECOTOX.
There will be more variability in the quality of data found within. To address this concern, a ‘weight of
evidence’ approach will be used to identify values to be used in a QCAT evaluation. In addition, the
exposure hierarchy described in the HSDB section above (Salmonids followed by fathead minnow,
followed by any other fish species) will be used during data evaluation.

The ECOTOX opening page appears as follows:
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Help Center

Frequent
Questions

Downloads

Browse
Chemicals

Comments

Recent Additions | Contact Us
You are here: EPA Home » ECOTOX

Office of Research and Development | National Health and Environmental Effects Research Laboratory | Mid-Continent Ecology Division

U.S. ENVIRONMENTAL PROTECTION AGENCY

Search: OAll EPA @This Area

I Advanced
Database

v“’
¥ Quick
Database

Query Query
Welcome to ECOTOX Release 4.0. The ECOTOX (ECOTOXicology) NHEERL / Mid-
database provides single chemical toxicity information for aquatic Continent Ecology
and terrestrial life. Division

Other Tools &
For information on the latest data releases please see the Recent Additions. ~ Databases
« ASTER
View the Quick User Guide (PDF, 2 p. 244 KB) to help get you started. - BSAF data set
« Eco-SSL documents
- Fathead Minnow
data set

. . . - PCB Residue Effects
You should consult the original scientific paper to ensure an data set

understanding of the context of the data retrieved from the ECOTOX . Toxicity/Residue
database.

You will need to turn off pop-up blockers for this site.

EPA Home | Privacy and Security Notice | Contact Us

http://cfpub.epa.gov/ecotox/ecotox_home.cfm
Print As-Is

Last updated on March 3, 2014
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The easiest way to request information from the database is to select the ‘Quick Database Query’

Option” which, once selected, appears as:

'Home

About ECOTOX
Limitations
Help Center

Frequent
Questions

Quick Database
Query

Advanced
Database
Query

Data
Downloads

Browse
Chemicals

Browse Effects

Browse
Species

Send
Comments

Quick Database
Query -

@ Select Query
Parameters

Scroll to or click on
Chemical,
Taxonomic, Effect,

Publication Years
Restore Defaults

@ Select Report —lpe form Query

Format for Aquatic Data |

Scroll to or click on W%m'rﬁ?nm

Report Format

© Perform Query
Click on Perform
Query for Aquatic
Data or Perform
Query for
Terrestrial Data
buttons under Key
Functions box

Clear Selections

Search Tip:Browse Species Index to find the
best input format for your species information.

Kingdom: OAnimals OPlants @®Both

Enter either species names and/or species
numbers below. The system allows for both
species names and species numbers to be
entered in the same query. Place each
individual entry on a separate line. To ensure
your final entry is included, end your selection
list with a final return (enter key) .

For name searches:
@Genus/Species Name
OSpecies Common Name
O Other Taxonomic
Names

@ Contains

O Exact Match

Screen capture continued on next page.

72




Clear Selections

Search Tip:Browse Chemical Index to find
the best input format for your chemical
information.

Enter either chemical names and/or CAS
Registry numbers below. The system allows
for both chemical names and CAS numbers to
be entered in the same query. Place each
individual entry on a separate line. To ensure
your final entry is included, end your selection
list with a final return (enter key).

For name searches:
@ Contains O Exact Match

Clear Selections

Search Tip: Browse the Effects Index to find
the best input format for your effects.

O Endpoint [ Statistics, O Endpoint

Not No Reported
Reported Endpoint
(NR)
0 Accumulation O Cellular O Mortality
O Behavior O Ecosystem [ Physiology
O Biochemical [ Growth O Population
O Reproduction

The screen captures above represent part of the information on the page. As can be seen, there are
numerous ways to request data from ECOTOX. For most chemicals, there is limited information and the
simplest method will work. In this instance, you enter the CAS number in the box labeled ‘Chemical
Entry.” No other changes are needed.

73



Using formaldehyde as an example, the entry would look like this:

Clear Selections |

Search Tip:Browse Chemical Index to find
the best input format for your chemical
information.

Enter either chemical names and/or CAS
Registry numbers below. The system allows
for both chemical names and CAS numbers to
be entered in the same query. Place each
individual entry on a separate line. To ensure
your final entry is included, end your selection
list with a final return (enter key).

50-00-0

For name searches:
@ Contains O Exact Match

Once the CAS number is entered into this box, the assessor clicks on the ‘Perform Query for Aquatic
Data.” A separate window will open that lists all of the information available in ECOTOX.
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For example:

U.5. ENVIRONMENTAL PROTECTION AGENCY
ECOTOX: Aquatic Report
USEPA/ORD/INHEERL - Mid-Coentinent Ecology Division
E-mail: gcotox.support@epa gov Telephone: 218-528-5225
It is recommended that users consult the original scientific paper to ensure an understanding of the context of the data retrieved from the ECOTOX database.
Report Generated: Sun Mar 2 21:33:48 2014
\Aquatic Search Results:
566 Records Page 1 of 9
Spec. Sci. Name ||Exp. Type Cone = vi
Spec. Common Chem. [Standardized s Ref# De;:‘i‘l’s
Name Anal. Appl. Rate Ly
CAS #/Chemical: 50000 - Formalin ‘o
Algae, Moss, Fungi
Chlorococcales S FW PHY View
Green Algae Order 1 EC10 | || AswL | F2E0ust 56359 | Dotails
Chlorococcales S FW PHY Wiew
Green Algae Order 7 ECS0 | || Aswr || Fes0uet 56359 | Dotails
Desmodesmus .
; ] FW POP F 3480 (3450- View
subspicatus — T —a EC50 DEC BAe — || 89554 ||
Groen Algae u LAB 3 —— || —— || BMAS 3520) ug/lL Details
Desmodesmus -
: S POP F 4440 (4420- View
subspicatus = Nl === =—=—— EC50 DEC ey — || 69554 |5
Green Algae u LAB 3 — || —— || BMAS 4460) ug/lL Details
Desmodesmus )
- ] Fw POP F 3540 (3210- View
subspicatus — || 7Tap || —5— EC50 DEC el — || 69854 |5
Green Algae u LAB 3 GPOP/ 3890) ug/L Details
Desmodesmus .
: ] Fw POP F 4450 (4140- View
subspicatus — - — EC50 DEC = — || 69554 ||<_ .
Green Algae . LAB 3 — || GPOP/ 4790) ug/l Details
Desmodesmus .
; ] FW POP F 4890 (2740- View
subspicatus — AR —a EC50 DEC BRET — || 89854 ||
Groen Algae u LAB 3 ——— || —— || PGRT B690) ug/L Details
Desmodesmus -
: S FW POP F 6420 (4450- View
subspicatus = Nl === =—=—— EC50 DEC —— — || 69554 |5
Green Algae L = 3 — || PGRT 9250) ug/L Details
Desmodesmus )
- ] Fw POP F 8610 (4560- View
subspicatus — || 7Tap || —5— EC50 DEC BAeT — || 69854 |5
Green Algae u LAB 3 PGRT 9570) ug/L Details
Desmodesmus .
: ] Fw POP F 6720 (5120- View
subspicatus — - — EC50 DEC = — || 89554 ||
Green Algae . LAB 3 — || PGRT 8830) ug/L Details
Desmodesmus .
; S FW POP F 7410 (4000- View 4
subspicatus ||y | tam || 3 || ECS0 || PEC | prr || qsso0jugl || || 595 [Detais| |Iv
12345678 Next>> References Page 1 0f 9
Last updated on Monday, March 3rd, 2014
URL: http:iicfpub.epa.gov/ecotox/report.cim

Formaldehyde contains numerous acute aquatic toxicity (LCso) entries for Rainbow Trout. An excerpt of
this data follows on the next page.
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||2-gglat;zosme:rch Results: <<Prev 1234567 8 Next>> References Page 6 of 9
Spec. Sci. Name | Exp. Type % Resp. Site | oo/ g | Efect | Cone i?g—t:i v
Spec. Common | Chem. | —=== ||Obs.Dur. | “gop || pgo, | Effect (Standardized) . Ref# || oot

Name Anal. Loc (Days) Meas. Appl. Rate =

z:%:; LF.I H‘é 0333 | LGS0 || INC % Fﬁeﬁﬁr& —— | 16902 5=

e | | | e | e | g pme | | e e,

z:%:; 0 e 2 oo | e | gea | Fooooougl | || es7s 52N,

:?r%:; : Sg 4 Lcs0 % NG > 100000 ugllL| —— . H%ﬂs

:::%:; : Elg 4 S % NC > 100000 vg/l)) ——— 344 \E;:;.:ils

:%:; ) Eré 4 e % (QEE%E%} | %ils :
<<Prev 1234567 8 Next>> References Page 6 of 9

Many of the LCsg results can be discarded because the test lasted less than 24 hours (0.333 days). The
remaining tests which lasted anywhere from 1 to 4 days provided results ranging from 1,410 to 320,000
pg/L. However, the low values were found in a limited number of studies and a majority of the results
were in the 100,000 to 200,000 pg/L range. Therefore a value of 150,000 micrograms per liter
(equivalent to 150 mg/L) would be selected for the QCAT as being most representative of the data in
ECOTOX.

ECOTOX also contains information on a chemical’s bioaccumulation factor. As with other information,
the user must determine which BCF values to use. A ‘weight of evidence’ approach as shown in other
examples in this document might be a preferred method. However, if bioaccumulation information
cannot be found in the other sources or confirmatory values are needed, ECOTOX may prove a valuable
source to determine whether or not a chemical bioaccumulates.
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10.PBT Profiler

The U.S. EPA has developed a system for assessing chemicals for persistence and bioaccumulation
when experimental data are absent. This system, the PBT Profiler, is used as screening tool to estimate
persistence and bioaccumulation criteria and should only be used when other sources of information are
not available.

The initial screen of the PBT Profiler appears as:

Using the PBT Profiler Persistent. Bioaccumulative, and Toxic Profiles Estimated for Organic Chemicals About
Information needed Methodology
Examples PBT Profiler Criteria
‘What's new? A Componfmt of OPPT's Anonymity & Security
P2 Framework Definitions
Related Links Assessing Chemicals in Terms of Use
About PBTs
,,:--JS(, : the Absence of Data Chemicals That
PBT Strategy Can't be Profiled
TRI PBT Projact

Sustainable Fulures
Links & Conlacls

The PBT Profiler was developed as a voluntary screening tool to identify Pollution Prevention (P2) opportunities for chemicals without experimental data.

'i\“ Comments

Users of the PBT Profiler acknowledge that they have read and accept the Terms of Use

NOTE: The estimation modules used by the PBT Profiler have been updated. Some chemicals may produce different profiles then in prior versions.
For a full list of updates see the "What's new” section.

Developed by the Environmental Health Analysis Center under contract to the Office of Chemical Safety and Pollution Prevention , U.S. Environmental Protection Agency
Computer Resources Donated by SRC, Inc. Ver 2000 Last Updated September 4, 2002

Clicking on ‘Start the PBT Profiler’ takes you to the following page:

Purpose of the PBT Profiler:

Identifying materials that may need additional technical evaluation for Persistence,
Bioaccumulation and Toxicity characteristics.

1. The PBT Profiler is a predictive screening tool to be used when data are not available.  More information
2. For technical reasons, there are certain chemicals (or chemical classes) that should not be profiled with the PBT Profiler. ~ More information

3. The PBT Profiler is a screening tool, PBT estimations rendered by the PBT Profiler are not sufficient for definitive PBT determinations. The PBT Profiler is a research, not
regulatory, tool to identify chemicals that may need further evaluation for potential Persistence, Bioaccumulation and Toxicity characteristics.  More information

4. EPA does not use the PBT Profiler to assess and identify new chemicals submitted as PreManufacture Notices (PMNs) under the Toxic Substances Control Act, as being in
the New Chemicals Category for Persistent, Bioaccumulative, and Toxic Chemicals. Professional judgment of EPA OCSPP subject matter experts is used to assign PBT
concern levels to PMNs. The PBT Profiler does contain the same computer models used by EPA to screen PMNs for “P”, “B”, and aquatic "T". However, to assign PBT
concern levels to PMNs, human health “T™ is determined by EPA OCSPP human health experts using nearest analog analysis and is based on chronic oral systemic toxicity
to humans, mammals, and birds. Aquatic toxicity is not a driving factor for PBT "Toxicity" concern because food chain transport is the exposure route of concern for PBTs.

To continue using the PBT Profiler, please acknowledge that you have read and understand the issues and considerations discussed above:

P ~
{1 have read and understand the issues and considerations discussed above |

Return to Home Page

NOTE: The estimation modules used by the PBT Profiler have been updated. Some chemicals may produce different profiles then in prior versions.
For a full list of updates see the "What's new" section.

Developed by the Environmental Health Analysis Center under contract to the Office of Chemical Safety and Pollution Prevention , U.S. Environmental Protection Agency
Compurer Resources Donared by SRC. Inc, Ver 2000 Last Updated Seprember 4, 2002
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Agreeing to the issues and considerations takes you to the following page:

Methodology - Criteria - Definitions +© Chemicals That Should Mot be Profiled |

Y,
Home -+ StartaMew Profile  © Resuls  © TermsofUss  © Securiy W

Before running the PBT Profiler:

1. Determine the structure of the chemical you want to profile. Also have a chemical name and ID number (preferably a CAS Registry number) available.

2. Establish if any persistence, bioaccumulation, and toxicity data are available for your chemical. Chemicals with experimental data should not be profiled - the PBT Profiler is
a screening-level predictive tool.

3. Read and acknowledge the PBT Profiler Terms of Use

| Start the PBT Profiler

NOTE: The estimation modules used by the PBT Profiler have been updated. Some chemicals may produce different profiles then in prior versions.
For a full list of updates see the "What's new" section.

Developed by the Environmental Health Analysis Center under contract to the Office of Chemical Safety and Pollution Prevention , U.S. Environmental Protection Agency
Computer Resaurces Donated by SRC_Inc. Ver2000  Last Updated September 4, 2012

You may now actually start the PBT Profiler.

Methodology * Criteria + Definitions * Chemicals That Should Mot be Profiled

I
Home  StartaMNew Profile © PFesuls - TermsoflUse - Security W

Start a New Profile

Users of the PBT Profiler acknowledge that they have read and accept the Terms of Use

To start using the PBT profiler, enter a CAS Registry number or other identifier.

- " 50-00-0
Then, click on the 'Lookup' button to continue.
b Registry numbers and other identifiers Draw your chemical
Need Help ¢ SMILES Notations ]
Examples What the PBT Profiler lookup function does

Black-and-white version

NOTE: The estimation modules used by the PBT Profiler have been updated. Some chemicals may produce different profiles then in prior versions.
For a full list of updates see the "What's new" section.

Developed by the Environmental Health Analysis Center under contract to the QOffice of Chemical Safery and Pollution Prevention , U.S. Environmental Protection Agency
Computer Resources Donated by SRC. Inc. Ver 2.000  Last Updaied September 4, 2012

Using formaldehyde as an example, enter its CAS number into the box and click on ‘Lookup’. The
following page appears:

Methodolegy + Criteria © Definitions © Chemicals That Should Mot be Profiled |
e
Home - Srartalew Profile  © Results © TermsofUse  + Securiny W

Data Entry

Estimate the persistence, bioaccumulation, and toxicity of Formaldehyde by starting the PBT Profiler

Or
Build the list of chemicals to be profiled by adding another CAS Registry number or other identifier:
Draw your chemical E““‘“‘
List of Chemicals to be Profiled
# CAS Number Name SMILES
1 50-00-0 Farmaldehyde 0=C 0=CHz

Black-and-white version

NOTE: The estimation modules used by the PBT Profiler have been updated. Some chemicals may produce different profiles then in prior versions.
For a full list of updates see the "What's new" section.

Developed by the Environmental Health Analysis Center under contract o the Office of Chemical Safety and Pollution Preveniion , US. Envire tal Pr ion Agency
Computer Resources Donated by SRC. Inc. Ver2000 Last Updated September 4,2012
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Search for data on multiple chemicals by entering information on a second chemical and pressing
‘Lookup’ or look at the report on a single chemical by selecting the ‘Start the PBT Profiler’ option,
which produces the following:

Methodology + Criteria + Definitions + Chemicals That Should Mot be Profiled

Home -+ StartaMNew Profile  Results + TermsofUse + Security W

Results
orred highlights indicate that the EPA criteria have been exceeded.
Black-and-white version

Persistence Bioaccumulation Toxicity

50-00-0 Formaldehyde
PBT Profiler Estimate = PB

Half-Life Percent in Fish ChV
Media (days) Each Medium BCF (mg/M)
‘Water 15 — 43% 32
Soil 30 — 545
Sediment 0%
Air 17 1 3%

QO=CH,
P2 Considerations and more information .

Based on its structure, this chemical may belong to the Aldehydes (Environmental Toxicity) category. Members of this category may have potential concerns shown. More
information and category definitions.

((start a New Profile ) (Add Mere Chemicals to Your Profile )

The PBT Profiler Results are available for 20 minutes

NOTE: The estimation modules used by the PBT Profiler have been updated. Some chemicals may produce different profiles then in prior versions.
For a full list of updates see the "What's new" section.

Developed by the Environmental Health Analysis Center under contract to the Office of Chemical Safety and Pollution Prevention , U.S. Envir { Protection Agency
Computer Resources Donated by SRC. Inc. Ver2.000  Last Updated September 4,2012

Various media including water, soil, sediment, and air display persistence results. When considering
whether a chemical is persistent, it would be appropriate to consider what media is mostly likely to be
the major factor for the chemical under evaluation. In the case of formaldehyde, the half-life values for
water and soil are most important as these two media account for 97% of the media in which it is
distributed. Sediment and air comprise only 3% and their half-life values are less likely to impact
whether or not formaldehyde is persistent.

In addition to persistence, the PBT Profiler also includes information on bioaccumulation and toxicity.
The bioaccumulation tendency is displayed as a projected bioaccumulation factor (BCF). This
information may prove useful in filling in any gaps that remain for these criteria. The toxicity values,
however, cannot be translated into a level of concern in QCAT using the DfE criteria and therefore are
unlikely to help in the chemical assessment.

11.US EPA Characterization Criteria

As part of EPA's New Chemical Program, hazard endpoints were parsed into various levels of concern
to assist EPA to better identify chemicals which may negatively impact human health or the
environment. These criteria are used by EPA's Design for the Environment Program to assign a level of
concern while conducting a chemical hazard assessment and were subsequently incorporated into the
GreenScreen and QCAT methodologies.
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The link provided in the QCAT Checklist takes the assessor directly to the criteria used by EPA’s
Design for the Environment Program (DfE) during their chemical hazard assessment process in support
of their Alternatives Assessment Program. As DfE states:

For most endpoints, the criteria define “High,” “Moderate,” and “Low” concern. While many
hazard classification criteria exist throughout the world, DfE has carefully chosen the criteria
that form the Alternatives Assessment Criteria for Hazard Evaluation with the goal of creating a
rigorous and useful system for differentiating among chemicals based on hazard. Authoritative
sources — the United Nation’s Globally Harmonized System (GHS) for the Classification and
Labeling of Chemicals and U.S. EPA programs — are the basis for these distinctions. The criteria
include endpoints used in the Screening Information Data Set (SIDS) [1], a set of endpoints
internationally agreed upon for characterizing chemical hazards. In assigning a designation of
Low, Moderate, or High concern for hazard, DfE uses the best information available, both
experimental and modeled.

Unlike the previous Step Il sources, there is no actual data here that can help a QCAT assessor assign a
level of concern for a chemical being evaluated. It was deemed important, however, that the QCAT
explain the source of the Technical Criteria found in Appendix 8 to show that considerable thought had
gone into separating data into different levels of concern.
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Appendix 3. Example Hazard Comparison Table

Data found:

Chem.

1 1234-56-1

2 1234-56-2

3 1234-56-3

Human Health - Group 1

Ecological

Fate

CAS
©

IRIS 1986
Cat. A

M R D E AT ST N | SnS | SnR IrS IrE

GHS Cat. GHS Risk
2 R62

Risk Phrase o Data Risk No
R 47 PhraseR62 Data

Summary based upon existing data:

Chem.

CAS

1234-56-1
1234-56-2
1234-56-3

//
////%

AA

CA Eo

| e

—

[}

B

WA PBT

onl

Human Health - Group 1

Human Health - Group 2 Ecological

Fate

Phy3|cal

C M| R D E |AT|ST|N|[SnS|SnR |[I'S|IFfE | AA | CA | Eo

vH [ [ - VH////////////
g7 7

o
w

v

Please note:

These appendices are updated frequently and may
be outdated. Updated versions are available on the
QCAT website at
www.ecy.wa.gov/GreenChemistry/QCAT.html. Go
to the website and check the dates to make sure you
are using the most current version.
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Appendix 4: Grading Process

Grade A Low P + Low T (AA, AT and all HH endpoints).

i

Moderate P; or

Moderate B; or

Moderate AA; or

Moderate AT or one or more HH endpoints.

Grade B

oo oe

Moderate P + Moderate B + Moderate T (AA, AT, or one of the HH endpoints); or
High P + High B; or

High P + Moderate T (AA, AT, or any one of the HH endpoints); or

High B + Moderate T (AA, AT, or any one of the HH endpoints); or

Very High T (AA or AT) or High T (any one of the HH endpoints).

Grade C

®o0 o

a. PBT =High P + High B + [Very High T (AA or AT) or High T (HH)]; or

b. vPvB = very High P + very High B; or

c. VPT =very High P + [very High T (AA or AT) or High T (HH)]; or

d. vBT =very High B + [very High T (AA or AT) or High T (HH)]; or

e. High T (HH).

!Legend:

AA = Acute Aquatic Toxicity D = Developmental Toxicity (incl. developmental neurotoxicity) M =
AT = Acute Mammalian Toxicity E = Endocrine Activity R =
B = Bioaccumulation F = Flammability vB =
C = Carcinogenicity HH1 = Human Health Group 1 (C, M/G,R,D & E) vP =

Human Health Group 2 (AT)

Please note:

These appendices are
updated frequently and
may be outdated.
Updated versions are
available on the QCAT
website at
www.ecy.wa.gov/Green
Chemistry/QCAT.html.
Go to the website and
check the dates to make
sure you are using the
most current version.

Mutagenicity/Genotoxicity
Reproductive toxicity
Very Bioaccumulative
Very Persistent

Note: The assignment of grades is based upon the benchmarking process described in the GS®. The GS® benchmarking process was formulated
during extensive discussions with nationally recognized experts in the various hazard criteria. These experts functioned as the Technical Advisory
Committee during the update and expansion of the GS® Version 1.2. The intent of this discussion, however, was to provide a reproducible method of
assigning degrees of concern based upon the results of the GS® assessment. For the purposes of the QCAT, a similar process is used as found in the

GS® after the seven hazard criteria not used in the QCAT have been removed.
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Appendix 5: Result of Final QCAT Evaluation for Chemicals in Appendix 3

Chemical End Use Oraccs Reasons for Grade
Very high acute mammalian toxicity, high persistence and
. bioaccumulation. High for three of the human health endpoints and
Chemical 1 Flame Retardant . . . _ ;
high acute aquatic toxicity. A data gap analysis is not required as
all endpoints have data.
Grade Grade Grade B based upon low human hazard endpoints, low AT and
Chemical 2 Flame Retardant B B moderate B and low P. There is no change to the initial grade as
only one data gap exists and it is not for a required endpoint.
Grade C due to moderate mutagenicity/genotoxicity and
. Grade developmental toxicity. Data gaps exist for four criteria including a
Chemical 3 Flame Retardant C required endpoint (P). Grade ‘Fqq’ assigned showing lack of
confidence in grade assigned based upon existing data.
Grade A Few concerns, i.e., safer chemical Preferable
Grade B Slight concern Improvement possible
Grade C Moderate concern Use but search for safer

Please note:

These appendices are updated frequently and may be outdated. Updated versions are available on the QCAT
website at www.ecy.wa.gov/GreenChemistry/QCAT.html. Go to the website and check the dates to make sure you
are using the most current version.
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Appendix 6: QCAT Blank Report

Please note:

make sure you are using the most current version.

These appendices are updated frequently and may be outdated. Updated versions are available on the
QCAT website at www.ecy.wa.gov/GreenChemistry/QCAT.html. Go to the website and check the dates to

QCAT Evaluation:
Author:

Title:
Organization:
Date:

Peer review:
Reviewer:
Title:
Organization:
Date:

QCAT for Safer Chemicals Example Chemical Assessment Worksheet

Chemical Name:

CAS #:

Also Called:

Identify Applications/Functional Uses:
Molecular Formula:

Molecular Weight:

Chemical Structure:

Optional Physicochemical Properties: Delete row if not used

Hazard Summary Table:

Human Health Group 1 (HH1) Human Health Group 2 (HH2) Ecological

Physical

C M R D E | AT [ST|N|SnS|SnR | IrS

Note: Please see Appendix A for glossary of hazard endpoint acronyms.

Grades

Initial Data Gap

Final

Human Health Effects — Group |
Carcinogenicity (C) Hazard Level (I, M, L or DG):
e Research Summary:

e References:

Mutagenicity and Genotoxicity (M) Hazard Level (I, M, L or DG):
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e Research Summary:
e References:

Reproductive Toxicity (R) Hazard Level (I, M, L or DG):
e Research Summary:

e References:

Development Toxicity incl. Developmental Neurotoxicity (D) Hazard Level (I, M, L or DG):
e Research Summary:

e References:

Endocrine Disruption (E) Hazard Level (I, M, L or DG):
e Research Summary:

e References:

Human Health Effects — Group I
Acute Mammalian Toxicity (AT) Hazard Level (m, I, M, L or DG):
e Research Summary:

e References:

Environmental Health Effects
Acute Aquatic (AA) Toxicity Hazard Level: (m, I, M, L or DG):
e Research Summary:

e References:

Environmental Fate
Persistence (P) Hazard Level: (m, I, M, L, . or DG):
e Research Summary:

e References:

Bioaccumulation (B) Potential Hazard Level: (m, I, M, L, . or DG):
e Research Summary:

e References:
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Appendix 7. Example of a Completed QCAT Report

Please note:

These appendices are updated frequently and may be outdated. Updated versions are available on
the QCAT website at www.ecy.wa.gov/GreenChemistry/QCAT.html. Go to the website and check
the dates to make sure you are using the most current version.

QCAT for Safer Chemicals Example Chemical Assessment Worksheet

Chemical Name: Tetrachloroethylene
CAS Registry Number: 127-18-4
Also Called: Perc; PERC; Ethylene, tetrachloro-
Identify Applications/Functional Uses: Dry cleaning solvent
Molecular Formula: C2Cl4
Molecular Weight: 165.82
Chemical Structure:
Cl Cl
Cl Cl

Hazard Summary Table:

Human Health Group 1
HH1

C|M| R |D]|E]|AT|ST|N|SNnS]|SnR

M| M %/%%///m /%VH%//

Note: Please see Appendix A for glossary of hazard endpoint acronyms.

Human Health Group 2 (HH2) Ecological Fate | Physical

Grades
Data Gap

Although data was limited for some hazard endpoints, a level of concern could be assigned to
perchloroethylene (PERC) for all nine QCAT hazard endpoints. Based upon this data, PERC was
identified as a carcinogen due to listings by a number of authoritative bodies including the US NIH’s
Report on Carcinogens, IARC’s identification as a probable carcinogen, appearance on the California
EPA’s Prop 65 list as a carcinogen, etc. Using QCAT grading criteria, PERC meets the CMR
(carcinogenic, mutagenic or reproductive toxicant) criteria (Grading Criteria F5) and is assigned an
Initial Grade F. As no data gaps were identified and a data gap analysis is not required for any chemical
assigned an Initial Grade F, PERC was assigned a Final Grade of F.

Initial Final
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Human Health Effects — Group |

Carcinogenicity (C) Hazard Level (l, M, E or DG): B

Research Summary: Tetrachloroethylene appears on nine authoritative lists and sources such as the US
NIH’s Report on Carcinogens, IARC’s identification as a probably carcinogen, appearance on the
California EPA’s Prop 65 list as a carcinogen which equated to a high level of concern.
Tetrachloroethylene was assigned a moderate level of concern by three additional authoritative sources.
Based upon the determinations by organizations such as IARC, NIH and California EPA and the
preponderance of the organizations assigning a high level of concern, perchloroethylene was assigned a
HIGH level of concern.

References:

Pharos:

High level of concern:

US Environmental Protection Agency Integrated Risk Information System Database (IRIS) (2005)
Likely to be carcinogenic to humans. This equates to a HIGH level of concern in the QCAT
methodology.

International Agency for Research on Cancer, World Health Organization Monographs On the
Evaluation of Carcinogenic Risks to Humans, Group 2A: Agent is probably carcinogenic to humans.
This equates to a HIGH level of concern in the QCAT methodology.

US Dept of Health & Human Services Report on Carcinogens Reasonably Anticipated to be
Human Carcinogen. This equates to a HIGH level of concern in the QCAT methodology.

State of California Environmental Protection Agency Chemicals Known to the State to Cause
Cancer or Reproductive Toxicity - California Proposition 65 - Safe Drinking Water and Toxic
Enforcement Act of 1986 Cancer. This equates to a HIGH level of concern in the QCAT
methodology.

US Centers for Disease Control NIOSH Carcinogen List Occupational carcinogen. This equates to
a HIGH level of concern in the QCAT methodology.

New Zealand Environmental Protection Authority New Zealand HSNO Chemical Classifications,
6.7A - Known or presumed human carcinogens. This equates to a HIGH level of concern in the
QCAT methodology.

Government of Japan GHS Classifications Carcinogenicity - Category 1B

US Environmental Protection Agency Risk Management Actions & TSCA Work Plans, Probable
human carcinogen - TSCA Criteria met. This equates to a HIGH level of concern in the QCAT
methodology.

European Commission Classification, Labelling and Packaging Regulation (CLP) - Classification
and Labelling Inventory — CMRs Carcinogen Category 2 - Suspected human carcinogen. This
equates to a HIGH level of concern in the QCAT methodology
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Moderate level of concern:

e European Commission Substances with EU Risk & Safety Phrases (Commission Directive 67-548-
EEC) R40: Limited evidence of a carcinogenic effect. This equates to a MODERATE level of
concern in the QCAT methodology.

o European Commission Regulation on the Classification, Labelling and Packaging of Substances
and Mixtures (CLP) Annex 6 Table 3-1 - GHS Hazard code criteria H351 Suspected of causing
cancer. This equates to a MODERATE level of concern in the QCAT methodology.

« MAK Commission of Germany (Deutsche Forschungsgemeinschaft) List of Substances with
MAK & BAT Values & Categories Carcinogen Group 3B - Evidence of carcinogenic effects but not
sufficient for classification. This equates to a MODERATE level of concern in the QCAT
methodology.

Mutagenicity and Genotoxicity (M) Hazard Level (i, M, E or DG): M

Research Summary: Data on mutagenicity and genotoxicity was limited. The HSDB had numerous
references to studies (more than 10) that reported no evidence of mutagenicity or genotoxicity of PERC
in mice. Two HSDB studies that did indicate genotoxicity are summarized below. Based upon this
information, a MODERATE level of concern was assigned for mutagenicity and genotoxicity.

HSDB:

Moderate level of concern:

e HSDB: /GENOTOXICITY/ The clastogenicity of tetrachloroethylene (tetra) was detected by
means of the micronucleus assay using hepatocytes and reticulocytes from ddY male mice, to
understand its effects in upon hepatocellular carcinomas in mice. The frequency of
micronucleated hepatocytes of mice that received a single injection of tetra after partial
hepatectomy increased to levels that were significantly higher than those of controls treated with
solvent. However, the micronucleus assay using peripheral blood reticulocytes from ddY male
mice, revealed that tetra did not induce to a statistically significant increase in micronucleus
frequency. These results suggested that tetra metabolites have a clastogenic effect in vivo upon
mouse liver but not upon bone marrow cells.

[Murakami k, Horikawa K; Chemosphere 31 (7): 3733-9 (1995)] **PEER REVIEWED**

e /GENOTOXICITY/ Induction of DNA damage in the liver and kidney of male CD1 mice was
studied by means of the alkaline Comet assay after oral administration of tetrachloroethylene at
the doses of 1000 and 2000 mg/kg/day. A statistically significant dose-related increase in tail
intensity was established in hepatocytes, indicating that tetrachloroethylene induced DNA
damage in the liver. No effect on DNA damage was observed in the kidney. The results are in
agreement with carcinogenicity data in mice, in which tetrachloroethylene induced tumors in
the liver but not in the kidney, and support that a genotoxic mode of action might be involved in
liver carcinogenicity in mice.

[Cederberg H et al; Mutagenesis 25 (2): 133-8 (2010)] **PEER REVIEWED** PubMed
Abstract

Reproductive Toxicity (R) Hazard Level (f, M, E or DG): M
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Research Summary: Data for reproductive toxicity was limited. An assessment by the Japanese
METI/MOE assigned a classification of Category 2 to tetrachloroethylene. This equates to a
MODERATE level of concern using the QCAT criteria and was used to assign the same level of
reproductive concern for tetrachloroethylene.

References:

Japan/METI/MOE:
e GS Classifications, Toxic to reproduction, Category 2.

Development Tox. including Developmental Neurotoxicity (D) Hazard Level (l, M, &l or DG): i

Research Summary: Data on developmental toxicity is limited. Tetrachloroethylene is identified by one
authoritative source, Grandjean and Landrigan, as a neurodevelopmental toxicant. Based upon this
limited information, tetrachloroethylene was assigned a HIGH level of concern.

References:
Grandjean & Landrigan, Neurobehavioral effects of developmental toxicity, Lancet Neurol, 2014,

13:330-38.
e ldentified as a developmental neurotoxicants.

Endocrine Disruption (E) Hazard Level (l, M, I or DG): M

Research Summary: Two sources of data were identified. One, the European Commission identified a
moderate level of concern. The second, TEDX, identified the chemical as a potential endocrine
disruptor and added it to the list of chemicals for more review. As the TEDX is more of a screening list,
greater emphasis was placed upon the authoritative EC determination; therefore, a MODERATE level
of concern was assigned to tetrachloroethylene for endocrine disruption.

References:

European Commission:

e EU Community Strategy for Endocrine Disrupters - Priority List Category 2 - In vitro evidence
of biological activity related to endocrine disruption. This equates to a MODERATE level of
concern using the QCAT criteria.

The Endocrine Disruption Exchange (TEDX):

e TEDX List of Potential Endocrine Disruptors Potential Endocrine Disruptor. This equates to a
HIGH level of concern using the QCAT criteria.

Human Health Effects — Group Il

Acute Mammalian Toxicity (AT) Hazard Level ({5, B, M, EE or DG):

Research Summary: Based upon data identified in HSDB, numerous inhalation rat and mouse data and
one oral rat study identify a moderate level of concern for acute mammalian toxicity using QCAT
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chemical ranking criteria. One study reported in both HSDB and RTECs identified an oral rat LDso of
2,629 mg/kg which equates to a low level of concern using QCAT chemical ranking criteria. As there
were numerous inhalation and an additional oral rat study that identified a moderate level of concern and
only one study that identified a low level of concern, PERC was assigned a MODERATE level of
concern for acute mammalian toxicity.

HSDB:

Moderate level of concern:

e LDso Rat oral 320 mg/kg bw
[European Commission, ESIS; IUCLID Dataset, Tetrachloroethylene (127-18-4) p.
83 (2000 CD-ROM edition). Available from, as of September 23,

2010 http://esis.jrc.ec.europa.eu/ **PEER REVIEWED* *

e LCso Rat inhalation 4,100 ppm/6 hr
[IARC. Monographs on the Evaluation of the Carcinogenic Risk of Chemicals to
Humans. Geneva: World Health Organization, International Agency for Research
on Cancer, 1972-PRESENT. (Multivolume work). Available at:
http://monographs.iarc.fr/ENG/Classification/index.php p. v63 191 (1995)] **PEER
REVIEWED**

e LCso Rat inhalation 5,000 ppm/8 hr
[IARC. Monographs on the Evaluation of the Carcinogenic Risk of Chemicals to
Humans. Geneva: World Health Organization, International Agency for Research
on Cancer, 1972-PRESENT. (Multivolume work). Available at:
http://monographs.iarc.fr/ENG/Classification/index.php p. v63 191 (1995)] **PEER
REVIEWED* *

e LCso Mouse inhalation 5,200 ppm/4 hr
[IARC. Monographs on the Evaluation of the Carcinogenic Risk of Chemicals to
Humans. Geneva: World Health Organization, International Agency for Research
on Cancer, 1972-PRESENT. (Multivolume work). Available at:
http://monographs.iarc.fr/ENG/Classification/index.php p. v63 191 (1995)] **PEER
REVIEWED* *

e LCso Mouse inhalation 2,978 ppm/6 hr
[IARC. Monographs on the Evaluation of the Carcinogenic Risk of Chemicals to
Humans. Geneva: World Health Organization, International Agency for Research
on Cancer, 1972-PRESENT. (Multivolume work). Available at:

http://monographs.iarc.fr/ENG/Classification/index.php p. v63 191 (1995)] **PEER
REVIEWED**

e LCso Rat inhalation 4,000 ppm/ 4hr

[American Conference of Governmental Industrial Hygienists. Documentation of
the TLV's and BEI's with Other World Wide Occupational Exposure Values. CD-
ROM Cincinnati, OH 45240-4148 2010.] **PEER REVIEWED**

e LCso Rat Inhalation 2,445 ppm/ 4 hr

[National Industrial Chemicals Notification and Assessment Scheme;
Tetrachloroethylene (127-18-4) Assessment Report No. 15 p. 46 (June 2001).
Available from as of September 29,

2010 : http://www.nicnas.gov.au/Publications/CAR/PEC.asp **PEER REVIEWED**
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Low level of concern

o LDso Rat oral 2,629 mg/kg

[Lewis, R.J. Sr. (ed) Sax's Dangerous Properties of Industrial Materials.
11th Edition. Wiley-Interscience, Wiley & Sons, Inc. Hoboken, NJ. 2004., p.
2857] **PEER REVIEWED**

RTECS:

Low level of concern:

LDso - Lethal dose, 50 percent kill Oral Rodent-rat 2,629 mg/kg

Environmental Health Effects

Acute Aquatic (AA) Toxicity Hazard Level: (5. [, M, E or DG):

Research Summary: Based upon data identified in Pharos, two sources identified a very high level of
concern for acute aquatic toxicity using QCAT chemical ranking criteria. New Zealand had identified
the chemical as very ecotoxic in the aquatic environment (9.1A) and Japan NITE as a category 1 aquatic
environment toxicant. Pharos also identified a third source. The European Union assigned PERC a risk
phrase of R51, toxic to aquatic organisms. This equates to a high level of concern using QCAT chemical
ranking criteria. As two of the three sources indicated PERC is very highly toxic to the aquatic
environment PERC was assigned a VERY HIGH level of concern for acute aquatic toxicity.

References:
Pharos:

Very high level of concern:
e New Zealand — GHS — 9.1A (algal) — Very ecotoxic in the aquatic environment
e Japan — GHS — Hazardous to the aquatic environment (acute) — Category 1

High level of concern:
e EU - Risk Phrases: R51, Toxic to aquatic organisms

Environmental Fate

Persistence (P) Hazard Level: ({5, l, M, I, ¥l or DG):

Research Summary: PERC is identified by Environment Canada as persistent which equates to a high
level of concern using the QCAT chemical ranking criteria. Data within the HSDB suggests that PERC
will degrade in air and water with a half-life of 96 days and 9 months, respectively. Both of these values
equate to a very high level of concern using QCAT chemical ranking criteria. Lastly, EPA’s PBT
Profiler assigns a half-life in water and air, the two media to which 93% of PERC is expected to be
found, of 60 and 96 days for a high and very high level of concern, respectively. As several data sources
indicate a very high level of concern, PERC is assigned a VERY HIGH for persistence.
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References:

Pharos:
e Environment Canada-Domestic Substances List: Persistent

HSDB (emphasis added):

e |If released to air, a vapor pressure of 18.5 mm Hg at 25 deg C indicates tetrachloroethylene will
exist solely as a vapor in the atmosphere. Vapor-phase tetrachloroethylene will be degraded in
the atmosphere by reaction with photochemically-produced hydroxyl radicals; the half-life for
this reaction in air is estimated to be 96 days. .... Hydrolysis is not expected to be an
important environmental fate process based on a hydrolysis half-life of 9 months. (SRC)

PBT Profiler:
e EPA’s PBT Profiler Provided the following results for PERC:
Media Half-life (days) | % in each medium
- Water 60 47
- Soil 120 7
- Sediment 540 0
- Air 96 46

Bioaccumulation (B) Potential Hazard Level: ({5, [, M, E, ¥l or DG): I

Research Summary: Three sources identified that PERC had either a very low or low bioaccumulation
potential. The HSDB identified BCF values ranging between 26 and 115 which equates to a very low to
low level of concern, respectively, using QCAT chemical ranking criteria. The PBT Profiler assigned a
BCF of 81 which also equates to a very low level of concern. The Canadian DSL indicated PERC was
not bioaccumulative. Based upon these results, PERC was assigned a LOW level of concern for
bioaccumulation.

References:
HSDB (emphasis added):

e ... Measured BCF values of 26-115 in fish indicate that bioconcentration in aquatic organisms is
low to high. (SRC)

PBT Profiler:
e EPA’s PBT Profiler indicated a BCF = 81 for PERC.

Canadian DSL listing:
e Not hioaccumulative.
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Appendix A:

HH1 =
HH2 =
IrE =
IrS

T UV ZZ

Rd

Rx

Sd

SnR
SnS =
ST =

Acute Aquatic Toxicity

Acute Mammalian Toxicity
Bioaccumulation

Carcinogenicity

Chronic Aquatic Toxicity
Developmental Toxicity (incl. Developmental Neurotoxicity)
Endocrine Activity

Other Ecotoxicity studies

Flammability

Human Health Group 1 (C, M, R, D, E)
Human Health Group 2 (AT)
Irritation-Eye

Irritation-Skin

Mutagenicity & Genotoxicity
Neurotoxicity

Persistence

Reproductive Toxicity

Repeat dose

Reactivity

Single dose

Sensitization-Respiratory
Sensitization-Skin

Systemic Toxicity & Organ Effects (incl. Immunotoxicity)
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Appendix 8: Chemical Ranking Criteria - updated June 7, 2016

Please note:
These appendices are updated frequently and may be outdated. Updated versions are available on the QCAT website at
www.ecy.wa.gov/GreenChemistry/QCAT.html. Go to the website and check the dates to make sure you are using the most current version.

Human Health: Carcinogenicity
High (H) Moderate (M) Low (L)

Step | Sources

_ ¢ [Priority Souwrces ]

US NIH - Report on Carcinogens
Known to be a human Carcinogen
1 Known to be Human Carcinogen (respirable size - occupational setting)
Reasonably Anticipated to be Human Carcinogen
Reasonably Anticipated to be Human Carcinogen (respirable size - occupational setting)
CA EPA - Prop 65
2 Carcinogen
Carcinogen (form-specific or based on limited exposure pathways)
EU - SVHC Authorisation List
3 Carcinogenic - Banned unless Authorised
Carcinogenic - Candidate list
Carcinogenic - Prioritized for listing
4 US CDC - Occupational Carcinogens
Occupational Carcinogen

IARC IARC IARC
Group 1 - Agent is Carcinogenic to humans Group 2b - Possibly carcinogenic to humans Group 4 - Agent is probably not carcinogenic to
5 Group 1 - Agent is carcinogenic to humans - inhaled from occupational sources Group 2b - Possibly carcinogenic to humans - inhaled from humans
Group 2a - Agent is probably Carcinogenic to humans occupational sources
Group 2A - Agent is probably carcinogenic to humans - inhaled from occupational Group 3 - Agent is not classifiable as to its carcinogenicity
sources to humans
US EPA - IRIS Carcinogens US EPA - IRIS Carcinogens US EPA - IRIS Carcinogens
(1986) Group A - Human Carcinogen (1986) Group C - Possible human Carcinogen (1986) Group E - Evidence of non-
(1986) Group B1 - Probable human Carcinogen (1986) Group D - Not classifiable as to human carcinogenicity for humans
(1986) Group B2 - Probable human Carcinogen carcinogenicity (1996) Not likely to be carcinogenic to humans
6 (1996) Known/likely human Carcinogen (1999) Suggestive evidence of carcinogenicity (1999) Not likely to be Carcinogenic to humans
(1999) Carcinogenic to humans (2005) Suggestive evidence of Carcinogenic potential (2005) Not likely to be Carcinogenic to humans

(1999) Likely to be Carcinogenic to humans
(2005) Carcinogenic to humans
(2005) Likely to be Carcinogenic to humans

EU - Annex VI CMRs EU - Annex VI CMRs
7 Carcinogen Category 1A - Known human Carcinogen based on human evidence Carcinogen Category 2 - Suspected human Carcinogen
Carcinogen Category 1B - Presumed Carcinogen based on animal evidence
EU - GHS (H-Statements) EU - GHS (H-Statements)
8 H350 - May cause cancer H351 - Suspected of causing cancer

H350i - May cause cancer by inhalation
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Human Health: Carcinogenicity

High (H) Moderate (M) Low (L)
Step | Sources
#
EU - REACH Annex XVII CMRs EU - REACH Annex XVII CMRs
9 Carcinogen Category 1 - Substances known to be Carcinogenic to man Carcinogen Category 3 - Possibly Carcinogenic to humans
Carcinogen Category 2 - Substances which should be regarded as if they are (listed as Carc. Cat. 3)
Carcinogenic to man
EU - R-phrases EU - R-phrases
10 R45 - May cause cancer R40 - Limited Evidence of Carcinogenic Effects
R49 - May cause cancer by inhalation
MAK MAK
Carcinogen Group 1 - Substances that cause cancer in man Carcinogen Group 3A - Evidence of carcinogenic effects
Carcinogen Group 2 - Considered to be carcinogenic for man but not sufficient to establish MAK/BAT value
Carcinogen Group 3B - Evidence of carcinogenic effects
11 but not sufficient for classification
Carcinogen Group 4 - Non-genotoxic carcinogen with low
risk under MAK/BAT levels
Carcinogen Group 5 - Genotoxic carcinogen with very
slight risk under MAK/BAT levels
# | Secondary Sources
Japan — GHS Japan — GHS Japan — GHS
12 Carcinogenicity - Category 1, 1A or 1B Carcinogenicity - Category 2 Not classified (sufficient information; chemical
is not problematic)
Korea — GHS Korea — GHS
13 Carcinogenicity - Category 1, 1A or 1B [H350 - May cause cancer] Carcinogenicity - Category 2 [H351 - Suspected of causing
cancer]
14 New Zealand — GHS New Zealand - GHS
6.7A - Known or presumed human carcinogens 6.7B - Suspected human carcinogens
Step Il Sources
15 ISSCAN Value ISSCAN Value ISSCAN Value
Ranking = 3, Carcinogenic Ranking = 2, Undetermined or equivocal Ranking = 1, Non-carcinogenic
16 ECHA C&L Inventory ECHA C&L Inventory
Carcinogen Category 1, 1A or 1B - Known or presumed human carcinogen Carcinogen Category 2 - Suspected human carcinogens
EU RA, IUCLID Datasheet, RTECS, HSDB, UNEP SIDS, OSHA, Danish Q(SAR), EU RA, IUCLID Datasheet, RTECS, HSDB, UNEP SIDS, EU RA, IUCLID Datasheet, RTECS, HSDB,
17 etc. OSHA, Danish Q(SAR) etc. UNEP SIDS, OSHA, Danish Q(SAR) etc.

Strong evidence of carcinogenicity

Indication of carcinogenicity

Indication of no carcinogenicity
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Human Health: Mutagenicity/Genotoxicity

High (H)

Moderate (M)

Low (L)

Step | Sources

¢ |Ppriority Swrces

EU - SVHC Authorisation List
Mutagenic - Banned unless Authorised

6.6A - Known or presumed human mutagens

6.6B - Suspected human mutagens

3 Mutagenic - Candidate list
Mutagenic - Prioritized for listing
EU - Annex VI CMRs EU - Annex VI CMRs
7 Mutagen - Category 1A Mutagen - Category 2
Mutagen - Category 1B
8 EU - GHS (H-Statements) EU - GHS (H-Statements)
H340 - May cause genetic defects H341 - Suspected of causing genetic defects
EU - REACH Annex XVII CMRs EU - REACH Annex XVII CMRs
9 Mutagen Category 1 - Substances known to be Mutagenic to man Category 3 - Substances which cause concern for man owing
Mutagen Category 2 - Substances which should be regarded as if they are to possible mutagenic effects
Mutagenic to man
10 EU - R-phrases EU - R-phrases
R46 - May cause heritable genetic damage R68 - May cause irreversible effects
MAK MAK
11 Germ Cell Mutagen 1 Germ Cell Mutagen 3b
Germ Cell Mutagen 2 Germ Cell Mutagen 5
Germ Cell Mutagen 3a
# | Secondary Sources
Japan - GHS Japan - GHS Japan — GHS
12 Germ cell mutagenicity - Category 1, 1A or 1B Germ cell mutagenicity - Category 2 Not classified (sufficient information; chemical is not
problematic)
Korea - GHS Korea - GHS
13 Germ cell mutagenicity - Category 1, 1A or 1B [H340 - May cause genetic Germ cell mutagenicity - Category 2 [H341 - Suspected of
defects] causing genetic defects]
14 New Zealand - GHS New Zealand - GHS

Step Il Sources

ISSCAN SAL Value:

ISSCAN SAL Value:

ISSCAN SAL Value:

Strong evidence of mutagenicity/genotoxicity

Indication of mutagenicity/genotoxicity

15 Ranking = 3, Mutagenic Ranking = 2, Undetermined or equivocal Ranking = 1, Non-mutagenic
16 ECHA C&L Inventory ) _ ) ECHA C&L Inventory ) ) )
Category 1, 1A, or 1B: Known/Presumed to induce heritable mutations Category 2: Suspected to induce heritable mutations
EU RA, IUCLID Datasheet, RTECS, HSDB, UNEP SIDS, OSHA, Danish EU RA, IUCLID Datasheet, RTECS, HSDB, UNEP SIDS, EU RA, IUCLID Datasheet, RTECS, HSDB, UNEP SIDS,
17 Q(SAR), etc. OSHA, Danish Q(SAR), etc. OSHA, Danish Q(SAR), etc.

Adequate data available and negative studies
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Human Health: Reproductive Toxicity
Moderate (M)

High (H)

Step | Sources

_ ¢ [priotity Sowrces

CA EPA - Prop 65

2 Developmental Toxicity - Female (may include additional qualifications)
Developmental Toxicity - Male (may include additional qualifications)
EU - SVHC Authorisation List™
3 Toxic to reproduction - Banned unless Authorised
= Toxic to reproduction - Candidate list
Toxic to reproduction - Prioritized for listing
EU - Annex VI CMRs EU - Annex VI CMRs
7 Reproductive Toxicity - Category 1A Reproductive Toxicity - Category 2
Reproductive Toxicity - Category 1B
EU - GHS (H-Statements) EU - GHS (H-Statements)
H360 - May damage fertility or the unborn child H360Df - May damage fertility. Suspected of damaging the
H360F - May damage fertility unborn child
8 H360FD - May damage fertility. May damage the unborn child H361 - Suspected of damaging fertility or the unborn child
H360Fd - May damage fertility. Suspected of damaging the unborn child H361f - Suspected of damaging fertility
H361fd - Suspected of damaging fertility. Suspected of
damaging the unborn child
EU - REACH Annex XVII CMRs EU - REACH Annex XVII CMRs
Toxic to Reproduction Category 1 - Substances known to impair fertility or Toxic to Reproduction Category 3: Suspected to impair
9 cause Developmental Toxicity in humans fertility or cause Developmental Toxicity in humans
Toxic to Reproduction Category 2 - Substances which should be regarded as
if they impair fertility or cause Developmental Toxicity in humans
10 EU - R-phrases EU - R-phrases
= R60 - May impair fertility R62 - Possible risk of impaired fertility
US NIH - Reproductive & Developmental Monographs US NIH - Reproductive & Developmental Monographs US NIH - Reproductive & Developmental Monographs
Clear Evidence of Adverse Effects - Reproductive Toxicity Limited Evidence of no Adverse Effects - Reproductive Clear Evidence of no Adverse Effects - Reproductive
18 Some Evidence of Adverse Effects - Reproductive Toxicity Toxicity Toxicity
Limited Evidence of Adverse Effects - Reproductive Toxicity Some Evidence of no Adverse Effects - Reproductive Toxicity
Insufficient Evidence for a Conclusion - Reproductive
Toxicity
# | Secondary Sources
Japan - GHS Japan - GHS Japan — GHS
12 Toxic to reproduction - Category 1, 1A or 1B Toxic to reproduction - Category 2 Not classified (sufficient information; chemical is not
problematic)
Korea - GHS Korea - GHS
13 Reproductive toxicity - Category 1, 1A or 1B: [H360 - May damage fertility Reproductive toxicity - Category 2 [H361 - Suspected of

or the unborn child]

damaging fertility or the unborn child]

14 ECHA listings and EU CMRs include both reproductive and developmental effects in one grouping under a broad definition of “Reproductive toxicity”. For the
purposes of QCAT, the distinction between whether these are listings are actually due to reproductive or developmental effects is left for a more detailed assessment such
as the GS®. The QCAT will assume that all of the effects are grouped here.
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Human Health: Reproductive Toxicity
Moderate (M)

High (H)

Low (L)

Step | Sources

#

Secondary Sources

14

New Zealand - GHS
6.8A - Known or presumed human reproductive or developmental toxicants
6.8C - Produce toxic human reproductive or developmental effects on or via
lactation

New Zealand - GHS
6.8B - Suspected human reproductive or developmental
toxicants

Step Il Sources

ECHA C&L Inventory

ECHA C&L Inventory

16 Use classification (e.g., Category 1) or H-Statement as shown in Step | Use classification (e.g., Category 2) or H-Statement as shown
above in Step | above
EU RA, IUCLID Datasheet, RTECS, HSDB, UNEP SIDS, OSHA, Danish EU RA, IUCLID Datasheet, RTECS, HSDB, UNEP SIDS, EU RA, IUCLID Datasheet, RTECS, HSDB, UNEP SIDS,
17 Q(SAR), etc. OSHA, Danish Q(SAR), etc. OSHA, Danish Q(SAR), etc.
Strong evidence of reproductive toxicity Indication of reproductive toxicity Indication of no reproductive toxicity
EPA Characterization Criteria: EPA Characterization Criteria: EPA Characterization Criteria:
LOAEL, TDy, or TCi,Values LOAEL, TDj, or TCi,Values LOAEL, TDj, or TCi,Values
Oral < 50 mg/kg-bw/d Oral > 50 but < 250 mg/kg-bw/d Oral > 250 mg/kg-bw/d
19 Dermal < 100 mg/kg-bw/d Dermal > 100 but < 500 mg/kg-bw/d Dermal > 500 mg/kg-bw/d

Inhalation (vapor) < 1.0 mg/L/d
Inhalation (dust/mist/fume) < 0.1 mg/L/d
Inhalation (gas) < 50 ppm/d

Inhalation (vapor) > 1.0 but < 2.5 mg/L/d
Inhalation (dust/mist/fume) > 0.1 but < 0.5 mg/L/d
Inhalation (gas) > 50 but < 250 ppm/d

Inhalation (vapor) > 2.5 mg/L/d
Inhalation (dust/mist/fume) > 0.5 mg/L/d
Inhalation (gas) > 250 ppm/d

Human Health: Developmental (including Developmental Neurotoxicity)

High (H)

Moderate (M)

2

Step | Sources

it [priority Sowres

CA EPA - Prop 65
Developmental toxicity
Developmental (form-specific or based on limited exposure pathways)

EU - SVHC Authorisation List
Toxic to reproduction - Banned unless Authorised (if identified due to
developmental toxicity)
Toxic to reproduction - Candidate list (if identified due to developmental
toxicity)
Toxic to reproduction - Prioritized for listing (if identified due to
developmental toxicity)

EU - GHS (H-Statements)
H360D - May damage the unborn child
H360Df - May damage the unborn child
H360FD - May damage the unborn child
H362 - May cause harm to breast-fed children

EU - GHS (H-Statements)
H360Fd - May damage fertility. Suspected of damaging the
unborn child.
H361 - Suspected of damaging fertility or the unborn child
H361d - Suspected of damaging the unborn child
H361fd - Suspected of damaging fertility. Suspected of
damaging the unborn child.
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Human Health: Developmental (including Developmental Neurotoxicity)

High (H)

Moderate (M)

Low (L)

Step | Sources

_# |pdority Sowrees

EU - R-phrases

EU - R-phrases

Developmental Neurotoxicant (2014)

10 R61 - May cause harm to the unborn child R63 - Possible risk of harm to the unborn child
R64 - May cause harm to breastfed babies
MAK MAK
11 Pregnancy Risk Group A Pregnancy Risk Group C
Pregnancy Risk Group B Pregnancy Risk Group D
US NIH - Reproductive & Developmental Monographs US NIH - Reproductive & Developmental Monographs US NIH - Reproductive & Developmental Monographs
Clear Evidence of Adverse Effects - Developmental Toxicity Some Evidence of no Adverse Effects - Developmental Clear Evidence of no Adverse Effects - Developmental
Some Evidence of Adverse Effects - Developmental Toxicity Toxicity Toxicity
18 Limited Evidence of Adverse Effects- Developmental Toxicity Limited Evidence of no Adverse Effects - Developmental
Toxicity
Insufficient Evidence for a Conclusion - Developmental
Toxicity
# | Secondary Sources
Japan - GHS Japan - GHS Japan — GHS
12 Category 1, 1A or 1B: Known/Presumed to induce developmental toxicity Category 2: Suspected to induce developmental toxicity Not classified (sufficient information; chemical is not
problematic)
Korea - GHS Korea - GHS
13 Category 1, 1A or 1B: Known/Presumed to induce developmental toxicity Category 2: Suspected to induce developmental toxicity
H362: May cause harm to breast-fed children
14 New Zealand - GHS New Zealand - GHS
6.8A or 6.8C - Indication of developmental toxicity 6.8B - Indication of developmental toxicity
19 Boyes — Neurotoxicants
Developmental Neurotoxicity
G&L - Neurotoxic Chemicals
20 Developmental Neurotoxicant

Step Il Sources

ECHA C&L Inventory

ECHA C&L Inventory

Strong evidence of developmental toxicity

Indication of developmental toxicity

16 Use classification (e.g., Category 1) or H-Statement as shown in Step | Use classification (e.g., Category 1) or H-Statement as shown
above in Step | above
EU RA, IUCLID Datasheet, RTECS, HSDB, UNEP SIDS, OSHA, Danish EU RA, IUCLID Datasheet, RTECS, HSDB, UNEP SIDS, EU RA, IUCLID Datasheet, RTECS, HSDB, UNEP SIDS,
17 Q(SAR), etc. OSHA, Danish Q(SAR), etc. OSHA, Danish Q(SAR), etc.

Indication of no developmental toxicity
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. Human Health: Endocrine Activity
High (H) Moderate (M) Low (L)

Step | Sources

| # [PrortySources

EU - SVHC Authorisation List

3 Equivalent Concern - Banned unless Authorised
Equivalent Concern - Candidate list

Equivalent Concern - Prioritized for listing

# | Secondary Sources

EU - Priority Endocrine Disrupters EU - Priority Endocrine Disrupters EU - Priority Endocrine Disrupters
21 Category 1 - In vivo evidence of Endocrine Disruption Activity Category 3b (Substances with no or insufficient data gathered) Category 3a (ED Studies available but no indication of ED
Category 2 - In vitro evidence of biological activity related to Endocrine effects)
Disruption
OSPAR - Priority PBTs & EDs & equivalent concern
22 Endocrine Disruptor - Chemical for Priority Action

Endocrine Disruptor - Substance of Possible Concern

23 ChemSec - SIN List
Endocrine Disruption

24 TEDX - Potential Endocrine Disruptors
Potential Endocrine Disruptor

Step Il Sources

EU RA, IUCLID Datasheet, RTECS, HSDB, UNEP SIDS, OSHA, Danish EU RA, IUCLID Datasheet, RTECS, HSDB, UNEP SIDS, EU RA, IUCLID Datasheet, RTECS, HSDB, UNEP SIDS,
17 Q(SAR), etc. OSHA, Danish Q(SAR), etc. OSHA, Danish Q(SAR), etc.
Evidence of endocrine activity &related human health effect Some evidence of endocrine activity and effects Adequate data available-evidence of no endocrine activity

Human Health: Acute Mammalian Toxicity

Very High (v) High (H) Moderate (M) Low (L)
Step | Sources
#
EU - GHS (H-Statements) EU - GHS (H-Statements) EU - GHS (H-Statements) EU - GHS (H-Statements)
8 H300 - Fatal if swallowed H301 - Toxic if swallowed H302 - Harmful if swallowed H303 - May be harmful if swallowed
H310 - Fatal in contact with skin H311 - Toxic in contact with skin H312 - Harmful in contact with skin H313 - May be harmful in contact with skin
H330 - Fatal if inhaled H331 - Toxic if inhaled H332 - Harmful if inhaled H333 - May be harmful if inhaled
EU - R-phrases EU - R-phrases EU - R-phrases
R26 - Very Toxic by Inhalation R23 - Toxic by Inhalation (gas, vapour, R20 - Harmful by Inhalation (gas or vapor or
10 R27 - Very Toxic in Contact with Skin dust/mist) dust/mist)
R28 - Very Toxic if Swallowed R24 - Toxic in Contact with Skin R21 - Harmful in Contact with Skin
R25 - Toxic if Swallowed R22 - Harmful if Swallowed
US EPA - EPCRA Extremely Hazardous
26 Substances
Extremely Hazardous Substances
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Human Health: Acute Mammalian Toxicity

Very High (v) High (H) Moderate (M) Low (L)
Step | Sources
# | Secondary Sources
Japan - GHS Japan - GHS Japan - GHS Japan - GHS
Acute toxicity (dermal) - Category 1 Acute toxicity (dermal) - Category 3 Acute toxicity (dermal) - Category 4 Acute toxicity (dermal) - Category 5
Acute toxicity (inhalation: dust, mist) - Category 1 Acute toxicity (inhalation: dust, mist) - Acute toxicity (inhalation: dust, mist) - Acute toxicity (inhalation: dust, mist) -
Acute toxicity (inhalation: gas) - Category 1 Category 3 Category 4 Category 5
Acute toxicity (inhalation: vapor) - Category 1 Acute toxicity (inhalation: gas) - Category 3 Acute toxicity (inhalation: gas) - Category 4 Acute toxicity (inhalation: gas) - Category 5
12 Acute toxicity (oral) - Category 1 Acute toxicity (inhalation: vapor) - Category 3 Acute toxicity (inhalation: vapor) - Category Acute toxicity (inhalation: vapor) - Category
Acute toxicity (dermal) - Category 2 Acute toxicity (oral) - Category 3
Acute toxicity (inhalation: dust, mist) - Category 2 Acute toxicity (oral) - Category 4 Acute toxicity (oral) - Category 5
Acute toxicity (inhalation: gas) - Category 2
Acute toxicity (inhalation: vapor) - Category 2
Acute toxicity (oral) - Category 2
Korea - GHS Korea - GHS Korea - GHS
Acute toxicity (dermal) - Category 1 [H310 - Fatal Acute toxicity (dermal) - Category 3 [H311 - Acute toxicity (dermal) - Category 4 [H312 -
in contact with skin] Toxic in contact with skin] Harmful in contact with skin]
Acute toxicity (inhalation) - Category 1 [H330 - Acute toxicity (inhalation) - Category 3 [H331 Acute toxicity (inhalation) - Category 4
Fatal if inhaled] - Toxic if inhaled] [H332 - Harmful if inhaled]
Acute toxicity (oral) - Category 1 [H300 - Fatal if Acute toxicity (oral) - Category 3 [H301 - Acute toxicity (oral) - Category 4 [H302 -
13 swallowed] Toxic if swallowed] Harmful if swallowed]
Acute toxicity (dermal) - Category 2 [H310 - Fatal
in contact with skin]
Acute toxicity (inhalation) - Category 2 [H330 -
Fatal if inhaled]
Acute toxicity (oral) - Category 2 [H300 - Fatal if
swallowed]
New Zealand - GHS New Zealand - GHS New Zealand - GHS New Zealand - GHS
6.1A (dermal) - Acutely toxic 6.1C (dermal) - Acutely toxic 6.1D (dermal) - Acutely toxic 6.1E (dermal) - Acutely toxic
6.1A (inhalation) - Acutely toxic 6.1C (inhalation) - Acutely toxic 6.1D (inhalation) - Acutely toxic 6.1E (inhalation) - Acutely toxic
14 6.1A (oral) - Acutely toxic 6.1C (oral) - Acutely toxic 6.1D (oral) - Acutely toxic 6.1E (oral) - Acutely toxic
6.1B (dermal) - Acutely toxic
6.1B (inhalation) - Acutely toxic
6.1B (oral) - Acutely toxic
Québec CSST - WHMIS 1998 Québec CSST - WHMIS 1998
27 Class D1A - Very toxic material causing immediate Class D1B - Toxic material causing immediate
and serious toxic effects and serious toxic effects
Step Il Sources
ECHA C&L Inventory ECHA C&L Inventory ECHA C&L Inventory ECHA C&L Inventory
16 Use classification (e.g., Category 1 or 2) or H- Use classification (e.g., Category 3) or H- Use classification (e.g., Category 4) or H- Use classification (e.g., Category 5) or H-
Statement as shown in Step | above Statement as shown in Step | above Statement as shown in Step | above Statement as shown in Step | above
EU RA, IUCLID Datasheet, RTECS, HSDB, EU RA, IUCLID Datasheet, RTECS, HSDB, EU RA, IUCLID Datasheet, RTECS, HSDB,
17 N/A UNEP SIDS, OSHA, Danish Q(SAR), etc. UNEP SIDS, OSHA, Danish Q(SAR), etc. UNEP SIDS, OSHA, Danish Q(SAR), etc.

Strong evidence of acute mammalian toxicity

Indication of acute mammalian toxicity

Indication of no acute mammalian toxicity
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Very High (v)

Human Health: Acute Mammalian Toxicity

High (H)

Moderate (M)

Low (L)

Step Il Sources

19

Technical Criteria
Oral LDs < 50 mg/kg bw
Dermal LDs < 200 mg/kg bw
Inhalation (g) LCso < 500 ppm
Inhalation (v) LCso < 2.0 mg/1
Inhalation (dust, mist) LCs < 0.5 mg/1

Technical Criteria
Oral LDsp> 50 but <300 mg/kg bw
Dermal LDso> 200 but < 1,000 mg/kg bw
Inhalation (g) LCso> 500 but < 2,500 ppm
Inhalation (v) LCso> 2.0 but < 10.0 mg/I
Inhalation (dm) LCs > 0.5 but < 1.0 mg/1

Technical Criteria
Oral LDsp> 300 but < 2,000 mg/kg bw
Dermal LDso> 1,000 but < 2,000 mg/kg bw
Inhalation (g) LCso> 2,500 but < 20,000 ppm
Inhalation (v) LCso> 10.0 but <20.0 mg/I
Inhalation (dm) LCs> 1.0 but < 5.0 mg/1

Technical Criteria
Oral LDso> 2,000 mg/kg bw
Dermal LDs, > 2,000 mg/kg bw
Inhalation (g) LCso > 20,000 ppm
Inhalation (v) LCs > 20.0 mg/I
Inhalation (dm) LCs > 5.0 mg/I

Very High (v)

Environmental Health: Acute Aquatic Toxicity
Moderate (M)

Step | Sources

_ # |Prdority Swees

EU - GHS (H-Statements)

8 H400 - Very toxic to aquatic life
EU - R-phrases EU - R-phrases EU - R-phrases
R50 - Very Toxic to Aquatic Organisms R51 - Toxic to Aquatic Organisms R53 - May cause long-term adverse effects in
10 R52 - Harmful to Aquatic Organisms the aquatic environment
R51/53 - Toxic to Aquatic Organisms, May cause R52/53 - Harmful to Aquatic Organisms, May
long-term adverse effects in the aquatic cause long-term adverse effects in the
environment aquatic environment
# | Secondary Sources
Japan — GHS Japan - GHS Japan — GHS Japan — GHS
12 Hazardous to the aquatic environment (acute) - Hazardous to the aguatic environment (acute) - Hazardous to the aguatic environment (acute) - Not classified (sufficient information;
Category 1 Category 2 Category 3 chemical is not problematic)
Korea - GHS
13 Hazardous to the aquatic environment (acute) -
Category 1 [H400 - Very toxic to aquatic
life]
New Zealand - GHS New Zealand - GHS New Zealand — GHS New Zealand - GHS
9.1A (algal) - Very ecotoxic in the aquatic 9.1B (algal) - Ecotoxic in the aquatic 9.1C (algal) -: Harmful to aquatic environment 9.1D (algal) - Slightly harmful in the aquatic
environment environment 9.1C (crustacean) -: Harmful to aquatic environment
9.1A (crustacean) - Very ecotoxic in the aquatic 9.1B (crustacean) - Ecotoxic in the aquatic environment 9.1D (crustacean) - Slightly harmful in the
14 environment environment 9.1C (fish) - Harmful to aquatic environment aquatic environment
9.1A (fish) - Very ecotoxic in the aquatic 9.1B (fish) - Ecotoxic in the aquatic environment 9.1C (other) - Harmful to aquatic environment 9.1D (fish) - Slightly harmful in the aquatic
environment 9.1B (other) - Ecotoxic in the aquatic environment
9.1A (other) - Very ecotoxic in the aquatic environment 9.1D (other) - Slightly harmful in the aquatic
environment environment
og | EC-CEPADSL
Inherently Toxic in the Environment
Step Il Sources
16 ECHA C&L Inventory ECHA C&L Inventory ECHA C&L Inventory

Category Acute 1

Category Acute 2 not implemented

Category Acute 3 not implemented
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Very High (v)

Environmental Health: Acute Aquatic Toxicity

High (H)

Moderate (M)

Low (L)

Step Il Sources

EU RA, IUCLID Datasheet, RTECS, HSDB,
UNEP SIDS, OSHA, Danish Q(SAR), US EPA

EU RA, IUCLID Datasheet, RTECS, HSDB,
UNEP SIDS, OSHA, Danish Q(SAR), US

EU RA, IUCLID Datasheet, RTECS, HSDB,
UNEP SIDS, OSHA, Danish Q(SAR), US

17 | NiA ECOTOX, etc. EPA ECOTOX, etc. EPA ECOTOX, etc.
Strong evidence of acute aquatic toxicity Indication of acute aquatic toxicity Indication of no acute aquatic toxicity
Technical Criteria Technical Criteria Technical Criteria Technical Criteria
19 96 hr LCso (%) < 1 mg/1 96 hr LCs (f) >1 but< 10 mg/1 96 hr LCs (f) > 10 but< 100 mg/1 96 hr LCs (f) > 100 mg/I
48 hr ECsp (¢) > 10 but< 100 mg/1 48 hr ECs (c) > 100 mg/I

48 hr ECs (¢%°) < 1 mg/l
72 0r 96 ErCs (a") < 1 mg/l

48 hr ECs (¢) > 1 but< 10 mg/1
72 or 96 ErCs (2) > 1 but< 10 mg/1

72 or 96 ErCso (a) > 10 but< 100 mg/l

72 or 96 ErCs, (a) > 100 mg/I

Very High (v)

Environmental Fate: Persistence

High (H)

Moderate (M)

Low (L)

Very Low (VL)

Step | Sources

_ # |[prioritySources

EU - SVHC Authorisation List
PBT - Banned unless Authorised
PBT - Candidate list
PBT - Prioritized for listing
VPVB - Candidate list
VPVB - Banned unless Authorised
VvPVB - Prioritized for listing

OSPAR - Priority PBTs & EDs & equivalent
concern
PBT - Chemical for Priority Action

OSPAR - Priority PBTs & EDs &
equivalent concern
PBT - Substance of Possible
Concern
PBT - Substance of Possible
Concern (Sections B&C)

US EPA - Priority PBTs (NWMP)
Priority PBT

US EPA Priority PBTs (PPT)
Priority PBT

US EPA - Toxics Release Inventory PBTs
PBT

15f = fish
16¢ = crustacea
173 = algae or other aquatic plants

103




Environmental Fate: Persistence

Very High (v)

High (H)

Moderate (M)

Very Low (vL)

Step | Sources

_ # [priority Swrces

32

EU - ESISPBT
Fulfills PBT Criteria - Action Deferred
PBT
POP (Persistent Organic Pollutant)
VvPVB
PBT & POP
PBT & vPvB
PBT & vPvB & POP
Under PBT evaluation

33

UNEP Stockholm Conv - Persistent Organic
Pollutants
Priority POP
Persistent Organic Pollutant (POP) - under
review

Secondary Sources

23

ChemSec - SIN List
PBT / vPvB (Persistent, Bioaccumulative, &
Toxic / very Persistent & very
Bioaccumulative)

28

EC - CEPADSL
Persistent
Persistent, Bioaccumulative and inherently
Toxic (PBiTH) to humans
Persistent, Bioaccumulative and inherently
Toxic (PBITE) to the Environment (based
on aquatic organisms)

34

WA DoE - PBT
PBT

35

OR DEQ - Priority Persistent Pollutants
Priority Persistent Pollutant - Tier 1
Priority Persistent Pollutant - Tier 2 Legacy
Persistent Pollutants

Step |

| Sources

17

N/A

EU RA, IUCLID Datasheet,
RTECS, HSDB, UNEP SIDS,
OSHA, Danish Q(SAR), US EPA
PBT Profiler, etc.

Strong evidence of persistence

EU RA, IUCLID Datasheet,
RTECS, HSDB, UNEP SIDS,
OSHA, Danish Q(SAR), US
EPA PBT Profiler, etc.
Indication of persistence

EU RA, IUCLID Datasheet,
RTECS, HSDB, UNEP SIDS,
OSHA, Danish Q(SAR), US
EPA PBT Profiler, etc.
Indication of no persistence
Meets GHS Definition for Rapid
Degradability

EU RA, IUCLID Datasheet,
RTECS, HSDB, UNEP SIDS,
OSHA, Danish Q(SAR), US EPA
PBT Profiler, etc.

Indication of no persistence
Meets 10-day window as measured
in a ready biodegradation
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http://chemicalprofiler.wiki.zoho.com/GHS-Part-4-Environmental-Hazards.html
http://chemicalprofiler.wiki.zoho.com/GHS-Part-4-Environmental-Hazards.html

Very High (v)

Environmental Fate: Persistence

High (H)

Moderate (M)

Low (L)

Very Low (vL)

Step Il Sources

19

Technical Criteria
Half-life (ss'®) > 180 days
Half-life (w*°®) > 60 days
Half-life (a%°) > 5 days

Technical Criteria
Half-life (ss) > 60 to 180 days
Half-life (w) > 40 to 60 days
Half-life (a®) > 2 to 5 days
Evidence for long-range
environmental transport

Technical Criteria
Half-life (ss) > 16 to 60 days
Half-life (w) > 16 to 40 days
Suggestive evidence for long-
range environmental transport

Technical Criteria
Half-life (ss) < 16 days
Half-life (w) < 16 days
Half-life (a) < 2 days

Very High (v)

Environmental Fate: Bioaccumulation

High (H)

Moderate (M)

Low (L)

Very Low (vL)

Step | Sources

EU - SVHC Authorisation List
PBT - Banned unless Authorised
PBT - Candidate list

|

PBT

3 PBT - Prioritized for listing
VPVB - Candidate list
VvPVB - Banned unless Authorised
VPVB - Prioritized for listing
OSPAR - Priority PBTs & EDs & OSPAR - Priority PBTs & EDs &
equivalent concern equivalent concern
25 PBT - Chemical for Priority Action PBT - Substance of Possible
Concern
PBT - Substance of Possible
Concern (Sections B&C)
29 US EPA - Priority PBTs (NWMP)
Priority PBT
30 | USEPA Priority PBTs (PPT)
Priority PBT
31 US EPA - Toxics Release Inventory PBTs

18ss = soil or sediment
19w = water

203 = air

23 = air
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Environmental Fate: Bioaccumulation

Very High (v)

High (H)

Moderate (M)

Very Low (vL)

Step | Sources

_ # | Priority Swes

32

EU - ESISPBT
Fulfills PBT Criteria - Action Deferred
PBT
POP (Persistent Organic Pollutant)
VvPVB
PBT & POP
PBT & vPvB
PBT & vPvB & POP
Under PBT evaluation

33

UNEP Stockholm Conv - Persistent
Organic Pollutants
Priority POP
Persistent Organic Pollutant (POP) -
under review

Secondary Sources

23

ChemSec - SIN List
PBT / vPvB (Persistent,
Bioaccumulative, & Toxic / very
Persistent & very Bioaccumulative)

28

EC - CEPA DSL

Bioaccumulative

Persistent, Bioaccumulative and

inherently Toxic (PBiTH) to humans

Persistent, Bioaccumulative and
inherently Toxic (PBITE) to the
Environment (based on aquatic
organisms)

34

WA DoE - PBT
PBT

Step Il Sources

EU RA, IUCLID Datasheet, RTECS,
HSDB, UNEP SIDS, OSHA,

EU RA, IUCLID Datasheet,
RTECS, HSDB, UNEP SIDS,

EU RA, IUCLID Datasheet,
RTECS, HSDB, UNEP SIDS,

17 | N/A Danish Q(SAR), US EPA PBT OSHA, Danish Q(SAR), US OSHA, Danish Q(SAR), US EPA
Profiler, etc. EPA PBT Profiler, etc. PBT Profiler, etc.
Strong evidence of bioaccumulation Indication of bioaccumulation Indication of no bioaccumulation
Technical Criteria Technical Criteria Technical Criteria Technical Criteria Technical Criteria:
BCF/BAF > 5,000 BCF/BAF > 1,000 but < 5,000 BCF/BAF > 500 but < 1,000 BCF/BAF > 100 but < 500 BCF/BAF < 100
19 Log Kow?2>5 Log Kow>4.5but <5 Log Kow> 4 but<4.5 Log Kow< 4

Weight of evidence-presence in
humans & wildlife

Suggestive evidence-presence in
humans &wildlife

22 L og Kow = logarithm of the octanol/water partition coefficient
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Appendix 9: The Interstate Chemicals Clearinghouse
(IC2) States’ Chemicals of Concern

Appendix 9 contains an additional source of data, the Interstate Chemicals Clearinghouse States’
Chemicals of ConcernDatabase, and information on individual authoritative Step I sources in case the
user would like to go directly to the source data. Ecology does not recommend users visit individual
sites as the data are more readily available in automated sources such as Pharos and ChemHAT.

One objective of the IC2 is to share data and resources among members. To meet this goal, the IC2
created a database of all of the chemicals of concern identified by five member states (California, Maine,
Minnesota, Vermont, and Washington). This database is freely available to anyone with access to the
internet. As an alternative to some of the ListTranslator sources such as Pharos and ChemHAT, this
database may be searched for information on specific chemicals. Caution: Unlike Pharos and QCAT,
this database is not routinely updated; therefore, it may not contain the most recent information or
changes to the source lists.

Initial access to the IC2 States' Chemicals of Concern Database appears as follows:
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http://www.theic2.org/advanced-search

Members Chemicals Policy Chemicals of Concern Hazard Assessments Alternatives Assessment Publications About 1C2

2 INTERSTATE CHEMICALS
CLEARINGHOUSE Custom Search “

States' Chemicals of Concern - Advanced Search
Choose values from the fields below. Select multiple fields to narrow your search.
State

[ California Department of Toxic Substances Control
[IMaine Department of Environmental Protection
[CIMinnesota Department of Health

CIVermont Department of Health

[CIWashington State Department of Ecology

CASRN - Hold controf while you click to select multiple values

You can also search by CAS Registry Number (CASRN) using the text box below. Separate multiple numbers with commas no

space:

Chemical Name - Enter part or all of a chemical's name

Source List - To search a source list that includes multiple sub-lists, you must keep all sub-list check boxes selected. Selecting

the source list check box and removing the sub-list check boxes will return no chemical records.

For more information, this list of sources provides descriptions of these lists and links to the organizations that developed them.

[PDF].

[ICalifornia Environmental Contaminant Biomonitoring Program Priority Chemicals
[ICalifornia Maximum Contaminant Levels

[ICalifornia Notification Levels

[ICalifornia Office of Environmental Health Hazard Assessment Reference Exposure Level

The IC2 database allows users to search for specific chemicals, browse by CAS or see lists created by
individual states. Using formaldehyde (CAS 50-00-0) as an example, the data for the CASRN was
selected and submitted:

108



Members Chemicals Policy Chemicals of Concern Hazard Assessments Alternatives Assessment Publications About IC2

2 INTERSTATE CHEMICALS
CLEARINGHOUSE Custom Search “

Chemical Detail
Formaldehyde (50-00-0)
Additional information on this chemical can be found in the U.S. National Library of Medicine's Chem|Dplus Lite system.
States that list this chemical

California Department of Toxic Substances Control
Maine Department of Environmental Protection
Minnesota Department of Health

Vermont Department of Health

Washington State Department of Ecology
Lists on which this chemical resides

- California’s Proposition 65 Program - Carcinogens

- EPA Integrated Risk Information System Carcinogens - 1986 criteria

- European Commission - Directive on Dangerous Substances

- International Agency for Research on Cancer - Known carcinogens

- National Toxicology Program - 11th Report on Carcinogens - Category B reasonably anticipated carcinogens
- National Toxicology Program - 12th Report on Carcinogens - Known carcinogens

- California Notification Levels

- California Toxic Air Contaminants

- California Office of Environmental Health Hazard Assessment Reference Exposure Level

This information is similar to what was found in other databases although additional information is
provided as well. The report shows on which states lists the chemical appears and the sources that
identified it as a chemical of concern. The information pertinent to a QCAT assessment includes:

1. Carcinogen (Prop 65)

2. Carcinogen (EPA IRIS)

3. Known Carcinogen (IARC)

4. Category B ‘reasonably anticipated carcinogen’ (NTP)

This data can be used to assign a carcinogenicity rank for formaldehyde. The QCAT user should note
the source and date this information was obtained and proceed with the QCAT assessment.
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Appendix 10: Checklist

This checklist identifies the individual sources for both Step I and Step 11 sources and provides links to the individual sources. The assessor
may also print out the checklist and use it to verify review of all the pertinent data sources used to conduct an alternatives assessment.

Step I: Priority Sources

Sources

US NIH — Report on Carcinogens

CA EPA — Prop 65

< [<2

ECHA — SVHC Authorisation List

US CDC - Occupational Carcinogens

IARC

US EPA —IRIS Carcinogens
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US EPA — EPCRA Extr. Haz. Subst.
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Quebec CSST-WHMIS 1998
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US EPA — Priority PBTs (NWMP)

US EPA — Priority PBTs (PPT) S ey
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US EPA — Toxics Release Invent. PBTs \%%\\\\\\\\\\\\\\-\\\\\\\\ v \\\\\

w
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Step I: Secondary Sources

Sources

IS8 sT | N | sns | sor | s | e XY ca | Eo EHIE

12

Japan — GHS

o

13

Korean — GHS

ENNNNNNEANR

14

New Zealand — GHS

2 |22 ]0

2 |2 |=2]=2

2L |2 (=2 |=

19

Boyes — Neurotoxicants

2 |[L2.|2(<2(<2]0

20

G&L Neurotoxic Chemicals

21

EU — Priority Endocrine Disruptors

22

OSPAR — Priority PBTs & EDs?

SO I

23

ChemSec — SIN List

\\\\\\\\\\\\\\\\N\\\\-\\\\\\ B

24

TEDX — Potential Endocrine
Disruptors

< |||

28

EC— CEPA DSL

\\\\\\\\\\\\\\\\N\\\\\\-\\\\\\\\ v

34

WA DoE - PBT

\\\\\\\%\\\\\\-\\\\\\\\ v
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OR DEQ — Priority Persistent
Pollutants
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Step Il: Sources

Sources
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15

ISSCAN Value

L .

16

ECHA C&L Inventory

17a

EU Risk Assessments
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17b

RTECS®
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17c

Hazardous Subst. Data Bank (HSDB)
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17d

UNEP SIDS
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17e

OSHA — Occupational Chemical DB
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Danish (Q)SAR Database
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US EPA ECOTOX Database
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17h

US EPA PBT Profiler

36

US EPA Characterization Criteria®
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PBT listings only
ED listings only

RTECS is provided by many users, all of which charge a fee for its use.
EPA's New Chemical Program established these criteria to assign a level of concern and are used by EPA's Design for the Environment Program
4 to assign a level of concern while conducting a chemical hazard assessment. They were subsequently incorporated into the GreenScreen and

QCAT methodologies.

-I = GreenScreen criteria not used in QCAT
= GreenScreen criteria used in QCAT

\ | = Data for this endpoint COULD be found in Source

Links
1 | http://ntp.niehs.nih.gov/pubhealth/roc/index.html
2 | http://oehha.ca.gov/prop65/prop65 _list/Newlist.html
3 | http://echa.europa.eu/addressing-chemicals-of-concern/authorisation/substances-of-very-high-concern-identification
4 | http://www.cdc.gov/niosh/topics/cancer/npotocca.html
5 | http://monographs.iarc.fr/ENG/Classification/index.php
6 | http://www2.epa.qov/iris
7 | http://echa.europa.eu/web/guest/information-on-chemicals/cl-inventory-database
8 | http://echa.europa.eu/web/guest/information-on-chemicals/cl-inventory-database
9 | http://echa.europa.eu/en/addressing-chemicals-of-concern/restrictions/list-of-restrictions
10 | http://echa.europa.eu/web/guest/information-on-chemicals/cl-inventory-database
11 | http://onlinelibrary.wiley.com/book/10.1002/3527600418/
12 | http://www.safe.nite.qgo.jp/english/ghs/ghs_index.html#results
13 | http://ncis.nier.go.kr/
14 | http://www.epa.govt.nz/search-databases/Pages/HSNO-CCID.aspx
15 | http://www.iss.it/meca/index.php?lang=1&id=199&tipo=25
16 | http://echa.europa.eu/information-on-chemicals/cl-inventory-database

17a | http://echa.europa.eu/information-on-chemicals/information-from-existing-substances-requlation

17b | http://ccinfoweb.ccohs.ca/rtecs/search.html

17c | http://toxnet.nlm.nih.gov/newtoxnet/hsdb.htm
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http://ntp.niehs.nih.gov/pubhealth/roc/index.html
http://oehha.ca.gov/prop65/prop65_list/Newlist.html
http://echa.europa.eu/addressing-chemicals-of-concern/authorisation/substances-of-very-high-concern-identification
http://www.cdc.gov/niosh/topics/cancer/npotocca.html
http://monographs.iarc.fr/ENG/Classification/index.php
http://www2.epa.gov/iris
http://echa.europa.eu/web/guest/information-on-chemicals/cl-inventory-database
http://echa.europa.eu/web/guest/information-on-chemicals/cl-inventory-database
http://echa.europa.eu/en/addressing-chemicals-of-concern/restrictions/list-of-restrictions
http://echa.europa.eu/web/guest/information-on-chemicals/cl-inventory-database
http://onlinelibrary.wiley.com/book/10.1002/3527600418/
http://www.safe.nite.go.jp/english/ghs/ghs_index.html#results
http://ncis.nier.go.kr/
http://www.epa.govt.nz/search-databases/Pages/HSNO-CCID.aspx
http://www.iss.it/meca/index.php?lang=1&id=199&tipo=25
http://echa.europa.eu/information-on-chemicals/cl-inventory-database
http://echa.europa.eu/information-on-chemicals/information-from-existing-substances-regulation
http://ccinfoweb.ccohs.ca/rtecs/search.html
http://toxnet.nlm.nih.gov/newtoxnet/hsdb.htm

17d

17e

17f

179

17h

18

19

20

21

22

23

24

25

26

27

28

29

30

31

32

33

34

35

36

http://webnet.oecd.org/hpv/ui/Search.aspx

https://www.osha.gov/chemicaldata/
http://eng.mst.dk/topics/chemicals/assessment-of-chemicals/the-advisory-list-for-selfclassification/
https://cfpub.epa.gov/ecotox/quick query.htm

http://www.pbtprofiler.net/

http://ntp.niehs.nih.gov/pubhealth/hat/index.html
http://onlinelibrary.wiley.com/doi/10.1002/0471435139.tox025.pub2/abstract
www.fundrogertorne.org/salud-infancia-medio-ambiente/pdf/developmental-neurotoxicity-of-industrial-chemicals-grandjean-landrigan.pdf
http://ec.europa.eu/environment/chemicals/endocrine/strategy/substances _en.htm#priority list
http://www.ospar.org/work-areas/hasec/chemicals

http://sinlist.chemsec.org/
http://www.endocrinedisruption.org/endocrine-disruption/tedx-list-of-potential-endocrine-disruptors/overview
http://www.ospar.org/work-areas/hasec/chemicals/priority-action
http://www.ecfr.gov/cgi-bin/text-idx?SID=dfa8e582c4ff253425fbbc86e27ac6f8&node=pt40.28.355&rgn=div5
http://www.csst.qc.ca/en/prevention/reptox/Pages/list-whmis-1988-a.aspx
http://www.ec.gc.ca/CEPAReqistry/subs_list/dsl/dslsearch.cfm
http://www.epa.gov/epawaste/hazard/wastemin/priority.htm
https://www3.epa.gov/region9/waste/p2/projects/pbts.html
http://www?2.epa.gov/toxics-release-inventory-tri-program/persistent-bioaccumulative-toxic-pbt-chemicals-covered-tri
http://echa.europa.eu/information-on-chemicals/pbt-vpvb-assessments-under-the-previous-eu-chemicals-legislation
http://chm.pops.int/Convention/ThePOPs/tabid/673/language/en-US/Default.aspx
http://apps.leq.wa.gov/WAC/default.aspx?cite=173-333-310

http://www.deq.state.or.us/wq/SB737
https://www.epa.gov/saferchoice/alternatives-assessment-criteria-hazard-evaluation
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http://webnet.oecd.org/hpv/ui/Search.aspx
https://www.osha.gov/chemicaldata/
http://eng.mst.dk/topics/chemicals/assessment-of-chemicals/the-advisory-list-for-selfclassification/
https://cfpub.epa.gov/ecotox/quick_query.htm
http://ntp.niehs.nih.gov/pubhealth/hat/index.html
http://onlinelibrary.wiley.com/doi/10.1002/0471435139.tox025.pub2/abstract
http://www.fundrogertorne.org/salud-infancia-medio-ambiente/pdf/developmental-neurotoxicity-of-industrial-chemicals-grandjean-landrigan.pdf
http://ec.europa.eu/environment/chemicals/endocrine/strategy/substances_en.htm#priority_list
http://www.ospar.org/work-areas/hasec/chemicals
http://sinlist.chemsec.org/
http://www.endocrinedisruption.org/endocrine-disruption/tedx-list-of-potential-endocrine-disruptors/overview
http://www.ospar.org/work-areas/hasec/chemicals/priority-action
http://www.ecfr.gov/cgi-bin/text-idx?SID=dfa8e582c4ff253425fbbc86e27ac6f8&node=pt40.28.355&rgn=div5
http://http/www.csst.qc.ca/en/prevention/reptox/Pages/list-whmis-1988-a.aspx
http://www.ec.gc.ca/CEPARegistry/subs_list/dsl/dslsearch.cfm
http://www.epa.gov/epawaste/hazard/wastemin/priority.htm
http://www2.epa.gov/toxics-release-inventory-tri-program/persistent-bioaccumulative-toxic-pbt-chemicals-covered-tri
http://echa.europa.eu/information-on-chemicals/pbt-vpvb-assessments-under-the-previous-eu-chemicals-legislation
http://chm.pops.int/Convention/ThePOPs/tabid/673/language/en-US/Default.aspx
http://apps.leg.wa.gov/WAC/default.aspx?cite=173-333-310
http://www.deq.state.or.us/wq/SB737
https://www.epa.gov/saferchoice/alternatives-assessment-criteria-hazard-evaluation

Appendix 11: QCAT Abbreviations

Air

AA

Acute Aquatic Toxicity or

AA

Alternatives Assessment

AT

Acute Mammalian Toxicity

Bioaccumulation

BAF Bioaccumulation factor
BCF Bioconcentration factor
BT Chemicals that are bioaccumulative AND inherently toxic
BM Benchmark
bw/d Body weight per day
C Carcinogenicity
CA Chronic Aquatic Toxicity
CAS Number Chemical Abstract Service Number; uniquely identifier for chemicals
CcDC Centers for Disease Control and Prevention
CHA Chemical Hazard Assessment
Chv Chronic Value for fish toxicity (Chronic aquatic toxicity is not part of QCAT. Value
NOT used.)
CLP Classification and labelling program
CMR Chemicals that are carcinogenic, mutagenic and/or reproductive toxic
D Developmental Toxicity
DfE US EPA Design for the Environment program
dm Dust or mist
DSL Domestic substances list; Canadian legislation
E Endocrine Activity
EC European Commission; Executive body of the European Union
ECso Effective concentration of substance that caused 50% of the population to die
ECHA European Chemicals Agency; Agency formed to implement the REACH legislation in
the EU
Ecotox Eco-toxicological hazard endpoints
EPA US Environmental Protection Agency
EPCRA Emergency Planning and Community Right-to-Know Act; US legislation
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ErCso ECso in terms of reduction of growth rate
ESIS European chemical Substances Information System (database no longer supported by
ECHA)
EU European Union
F Flammability
g Gas
German German Commission for the Investigation of Health Hazards of Chemical Compounds
MAK in the Work Area (MAK Commission)
GHS Globally Harmonized System of Classification and Labelling of Chemicals
Grade Level of toxicity concern for the chemical based upon the QCAT grading methodology
GreenScreen GreenScreen for Safer Chemicals; a CHA methodology based upon EPA DfE work
Group | Priority human hazard toxicology endpoints
Group Il Important human hazard toxicology endpoints with four levels of concern
Group II* Important human hazard toxicology endpoints with three levels of concern
GS GreenScreen
HH1 Human Health Group 1 hazard endpoints (C, M/G, R, D, E)
HH2 Human Health Group 2 hazard endpoints (AT)
HSDB Hazardous substances databank
HSNO Hazardous Substances and New Organisms; New Zealand legislation
IARC International Agency for Research on Cancer
IrE Irritation-Eye
IrS Irritation-Skin
ISSCAN Istituto Superiore di Sanita list of chemical carcinogens, modelling results
iT Chemicals toxic to either humans or the environment (i.e. inherently toxic)
IUCLID International uniform chemical information database
Japan Japan's Ministry of Economy, Trade and Industry (METI) and Ministry of the
METI/MOE Environment (MOE)
Korean NIER Korean National Institute of Environmental Research (NIER)
LCso Concentration at which 50% of test animals died after exposure
LDso Dose at which 50% of test animals died during exposure;
LOAEL Lowest observed adverse effect level
l0g Kow L_og of the octanol water partition coefficient; used as surrogate to evaluate
bioaccumulation
M Mutagenicity/Genotoxicity
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mg/kg

Milligrams per kilogram (aka ppm)

mg/L Milligrams per Liter (aka ppm)
MSDS Material Safety Data Sheet
N Neurotoxicity
N/A ‘Not applicable’
NIH US National Institute of Health
NOEC No observed effect concentration
NTP National Toxicology Program
OECD Organization for Economic Cooperation and Development
Oregon P3 Oregon list of persistent priority pollutants
OSHA Occupation Safety and Health Administration
OSPAR Oslo Paris Convention of POPs
P Persistence
PBT Chemicals that are persistent, bioaccumulative AND inherently toxic
PBT Chemicals that are persistent, bioaccumulative AND toxic
PT Chemicals that are persistent AND inherently toxic
POP Persistent Organic Pollutants
QCAT Quick Chemical Assessment Tool
R Reproductive Toxicity
RA Risk assessment
REACH Registration, Evaluation & Authorisation of Chemicals; EU legislation
Repeat Repeat dose or exposure
RTECS Registry of toxic effects of chemical substances
Rx Reactivity
SDS Safety Data Sheet
SIDS Safety information datasheet
Single Single dose or exposure
SnR Sensitization-Respiratory
SnS Sensitization-Skin
ss Soil or sediment
ST Systemic toxicity
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SVHC

Substances of very high concern (part of REACH legislation)

TCIo

Toxic concentration low: Lowest concentration of a substance in air that has produced
any toxic effect in humans or produced tumorigenic or reproductive effects in animals.

TDlo

Toxic dose low: Lowest dose of a substance introduced by any route, other than
inhalation, reported to produce any toxic effect in humans or to produce tumorigenic or
reproductive effects in animals.

TRI

Toxics Release Inventory; US legislation

UNEP

United Nations Environment Programme

Vapor

vPVT

Chemicals that are very persistent AND very toxic

Water

WA DoE

Washington State Department of Ecology
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